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ISSUES  RELATING  TO  MEDICARE'S 
COVERAGE  POLICY 


THURSDAY,  APRIL  17,  1997 

House  of  Representatives, 
Committee  on  Ways  and  Means, 

Subcommittee  on  Health, 

Washington,  DC. 
The  Subcommittee  met,  pursuant  to  notice,  at  1:09  p.m.,  in  room 
1100,  Longworth  House  Office  Building,  Hon.  Bill  Thomas  (Chair- 
man of  the  Subcommittee)  presiding. 

[The  advisory  announcing  the  hearing  follows:] 


(1) 


2 


ADVISORY 

FROM  THE  COMMITTEE  ON  WAYS  AND  MEANS 

SUBCOMMITTEE  ON  HEALTH 

FOR  IMMEDIATE  RELEASE  CONTACT:  (202)  225-3943 

April  10,  1997 
No.  HL-10 

Thomas  Announces  Hearing  on 
Issues  Relating  to  Medicare's  Coverage  Policy 

Congressman  Bill  Thomas  (R-CA),  Chairman,  Subcommittee  on  Health  of  the 
Committee  on  Ways  and  Means,  today  announced  that  the  Subcommittee  will  hold 
a  hearing  on  issues  relating  to  Medicare's  coverage  policy.  The  hearing  will  take 
place  on  Thursday,  April  17,  1997,  in  the  main  Committee  hearing  room,  1100  Long- 
worth  House  Office  Building,  beginning  at  1:00  p.m. 

In  view  of  the  limited  time  available  to  hear  witnesses,  oral  testimony  at  this 
hearing  will  be  from  invited  witnesses  only.  However,  any  individual  or  organization 
not  scheduled  for  an  oral  appearance  may  submit  a  written  statement  for  consider- 
ation by  the  Committee  and  for  inclusion  in  the  printed  record  of  the  hearing. 

BACKGROUND: 

Under  the  Social  Security  Act,  Medicare  explicitly  covers  broad  categories  of  bene- 
fits, but  in  general,  does  not  specify  coverage  for  individual  items  and  services.  As 
such,  the  Secretary  of  Health  and  Human  Services  has  discretion  to  make  coverage 
decisions  for  items  and  servicesdetermined  to  be  "reasonable  and  necessary"  for  the 
diagnosis  and  treatment  of  an  illness  or  injury,  or  to  improve  the  function  of  a  mal- 
formed body  part.  Historically,  the  Health  Care  Financing  Administration  (HCFA) 
has  interpreted  the  definition  of  reasonable  and  necessary  to  be  "safe  and  effective" 
by  acceptable  clinical  evidence,  In  evaluating  coverage  decisions,  HCFA  considers 
several  factors,  including  the  potential  for  widespread  use  in  medical  practice,  the 
level  of  disagreement  about  the  technology's  safety  and  effectiveness,  and  the  vari- 
ation among  contractor  decisions. 

In  1989,  HCFA  issued  a  proposed  regulation  on  Medicare  coverage  decisions  that 
included  in  the  criteria  an  analysis  of  "cost-effectiveness."  Last  year,  HCFA  indi- 
cated that  it  would  issue  final  regulations  on  the  1989  proposed  regulations.  How- 
ever, because  of  concerns  raised  about  the  seven-year  gap  between  the  proposed  and 
final  regulations,  and  serious  concern  that  the  use  of  cost-effectiveness  as  a  criteria 
could  preclude  beneficiaries  from  receiving  life-saving  services,  HCFA  decided  that 
it  would  no  longer  pursue  its  Medicare  coverage  policy  through  the  regulatory  proc- 
ess at  this  time.  It  is  clear  that  questions  remain  about  HCFA's  current  decision- 
making process  and  the  impact  of  this  process  on  patient  access  to  advanced  medical 
technology. 

In  announcing  the  hearing,  Chairman  Thomas  stated:  "With  constant  advances  in 
medical  sciences  and  changing  practice  patterns,  we  need  to  make  sure  Medicare 
beneficiaries  have  the  most  up-to-date  and  fair  system  for  bringing  state-of-the-art 
medicine  to  beneficiaries  as  quickly  as  possible.  Beneficiaries  deserve  a  system  that 
encourages  medical  innovation  while  ensuring  the  safety  of  patients." 
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FOCUS  OF  THE  HEARING: 

The  hearing  will  focus  on  Medicare's  current  coverage  policy,  beneficiary  access 
to  new  medical  technologies  and  procedures,  the  appropriate  relationship  among 
Federal  agencies  in  Medicare  coverage  decision-making,  interactions  between  cov- 
erage decisions  and  the  private  sector,  and  the  impact  of  coverage  decisions  on  bene- 
ficiary selection  of  Medicare  managed-care  plans. 

DETAILS  FOR  SUBMISSION  OF  WRITTEN  COMMENTS: 

Any  person  or  organization  wishing  to  submit  a  written  statement  for  the  printed 
record  of  the  hearing  should  submit  at  least  six  (6)  copies  of  their  statement  and 
a  3.5-inch  diskette  in  WordPerfect  or  ASCII  format,  with  their  address  and  date  of 
hearing  noted,  by  the  close  of  business,  Thursday,  May  1,  1997,  to  A.L.  Singleton, 
Chief  of  Staff,  Committee  on  Ways  and  Means,  U.S.  House  of  Representatives,  1102 
Longworth  House  Office  Building,  Washington,  D.C.  20515.  If  those  filing  written 
statements  wish  to  have  their  statements  distributed  to  the  press  and  interested 
public  at  the  hearing,  they  may  deliver  200  additional  copies  for  this  purpose  to  the 
Subcommittee  on  Health  office,  room  1136  Longworth  House  Office  Building,  at 
least  one  hour  before  the  hearing  begins. 

FORMATTING  REQUIREMENTS: 

Each  statement  presented  for  printing  to  the  Committee  by  a  witness,  any  written  statement 
or  exhibit  submitted  for  the  printed  record  or  any  written  comments  in  response  to  a  request 
for  written  comments  must  conform  to  the  guidelines  listed  below.  Any  statement  or  exhibit  not 
in  compliance  with  these  guidelines  will  not  be  printed,  but  will  be  maintained  in  the  Committee 
files  for  review  and  use  by  the  Committee. 

1.  All  statements  and  any  accompanying  exhibits  for  printing  must  be  typed  in  single  space 
on  legal-size  paper  and  may  not  exceed  a  total  of  10  pages  including  attachments.  At  the  same 
time  written  statements  are  submitted  to  the  Committee,  witnesses  are  now  requested  to  submit 
their  statements  on  a  3.5-inch  diskette  in  WordPerfect  or  ASCII  format. 

2.  Copies  of  whole  documents  submitted  as  exhibit  material  will  not  be  accepted  for  printing. 
Instead,  exhibit  material  should  be  referenced  and  quoted  or  paraphrased.  All  exhibit  material 
not  meeting  these  specifications  will  be  maintained  in  the  Committee  files  for  review  and  use 
by  the  Committee. 

3.  A  witness  appearing  at  a  public  hearing,  or  submitting  a  statement  for  the  record  of  a  pub- 
lic hearing,  or  submitting  written  comments  in  response  to  a  published  request  for  comments 
by  the  Committee,  must  include  on  his  statement  or  submission  a  list  of  ail  clients,  persons, 
or  organizations  on  whose  behalf  the  witness  appears. 

4.  A  supplemental  sheet  must  accompany  each  statement  listing  the  name,  full  address,  a 
telephone  number  where  the  witness  or  the  designated  representative  may  be  reached  and  a 
topical  outline  or  summary  of  the  comments  and  recommendations  in  the  full  statement.  This 
supplemental  sheet  will  not  be  included  in  the  printed  record. 

The  above  restrictions  and  limitations  apply  only  to  material  being  submitted  for  printing. 
Statements  and  exhibits  or  supplementary  material  submitted  solely  for  distribution  to  the 
Members,  the  press  and  the  public  during  the  course  of  a  public  hearing  may  be  submitted  in 
other  forms. 

Note:  All  Committee  advisories  and  news  releases  are  available  on  the  World 
Wide  Web  at  'http://www.house.gov/ways  means/5. 

The  Committee  seeks  to  make  its  facilities  accessible  to  persons  with  disabilities. 
If  you  are  in  need  of  special  accommodations,  please  call  202-225-1721  or  202-225- 
1904  TTD/TTY  in  advance  of  the  event  (four  business  days  notice  is  requested). 
Questions  with  regard  to  special  accommodation  needs  in  general  (including  avail- 
ability of  Committee  materials  in  alternative  formats)  may  be  directed  to  the  Com- 
mittee as  noted  above. 
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Chairman  Thomas.  The  Subcommittee  will  come  to  order. 

Today's  hearing  will  focus  on  Medicare's  decisionmaking  process 
for  the  coverage  of  medical  services  and  treatments  and  the  effects 
of  this  process  on  the  medical  care  beneficiaries  receive. 

The  Medicare  statute  specifies  broad  categories  of  services  to  be 
covered  by  Medicare.  The  HCFA,  Health  Care  Financing  Adminis- 
tration, has  broad  discretion  under  Medicare  to  make  coverage  de- 
cisions based  on  services  and  treatments  determined  to  be  medi- 
cally necessary.  Since  the  inception  of  Medicare,  HCFA  has  used 
this  authority  to  define  coverage  for  everything  from  simple  diag- 
nostic tests  to  major  organ  transplants. 

Medicare's  current  coverage  policy  was  designed  to  respond  in  a 
decentralized  manner  to  the  time  requirements  of  getting  up  and 
running  and  addressing  the  needs  of  a  fee-for-service  system  in  the 
sixties.  As  medical  technologies  develop  and  become  increasingly 
complex  and  integrated,  HCFA  has  had  difficulty  responding  to 
coverage  decisions  in  a  timely  and  consistent  manner,  often  affect- 
ing patient  access  to  new  technologies  and  related  procedures. 

Back  in  1989,  HCFA  issued  a  proposed  regulation  on  its  coverage 
policy  for  Medicare,  in  part  to  address  these  issues.  Under  the  pro- 
posed regulation,  "cost  effectiveness"  would  have  been  included  as 
a  coverage  criteria.  However,  because  of  its  controversial  nature, 
HCFA  never  followed  through — or  for  whatever  other  reason  may 
have  been  the  reason — HCFA  never  followed  through  with  the  final 
regulation. 

Then  just  last  year,  1996,  HCFA  dusted  off  the  1989  regulation 
and  indicated  to  me,  at  least,  that  they  were  going  to  issue  it  as 
a  final  regulation.  I  did  not  support  HCFA's  decision  to  issue  it  as 
a  final  regulation  because  of  what  I  consider  to  be  a  significant  gap 
in  time  between  the  proposed  and  then  the  final  regulations,  a  time 
gap  that  may  not  have  been  as  critical  in  different  periods  but  ab- 
solutely critical  in  the  late  eighties  and  early  to  midnineties. 

Because  I  believed  and  continue  to  believe  that  this  is  an  issue 
of  critical  importance  to  Medicare  beneficiaries,  we  need  a  full  pub- 
lic airing  of  the  issue.  We  do  need  to  move  forward  toward  a  new 
coverage  policy  which  allows  for  flexibility  and  creates  a  clear 
standard  that  is  consistent  and  timely.  We  should  establish  this 
new  coverage  policy  with  full  public  comment,  since  there  are  no 
clear  guidelines  at  this  time. 

Seniors  should  have  timely  access  to  the  constantly  evolving,  in- 
novative improvements  in  medical  technology.  Hopefully,  todays 
hearing  will  examine  who  should  make  the  decisions  about  what  is 
medically  necessary,  what  standards  should  be  used,  and  what  is 
the  best  process  for  how  conflicts  should  be  resolved  in  a  world  of 
limited  resources  and  unlimited  demand. 

I  am  reminded  of  my  friend  from  Louisiana's  admonition  that 
people  will  consume  as  much  health  care  as  other  people  are  will- 
ing to  pay  for,  and  in  certain  contexts,  this  certainly  occurs. 

At  this  time,  I  would  like  to  submit  for  the  record  a  written 
statement  by  our  colleague  from  Minnesota,  Mr.  Ramstad,  who 
could  not  be  with  us  today.  Mr.  Ramstad  has  examined  this  issue 
closely  and  has  provided  valuable  insight  on  issues  related  to  bene- 
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ficiary  access  to  medical  technology.  Without  objection,  his  written 
statement  will  be  made  a  part  of  the  record. 
[The  prepared  statement  follows:] 

Statement  of  Jim  Ramstad,  a  Representative  in  Congress  from  the  State  of 

Minnesota 

Mr.  Chairman,  thank  you  for  calling  this  important  hearing  today  to  discuss 
Medicare's  coverage  policy. 

I  am  looking  forward  to  the  testimony  of  Dr.  Joel  Cooper,  chairman  of  thoracic 
surgery  at  the  Washington  University  School  of  Medicine. 

Dr.  Cooper  will  be  speaking  on  an  issue  that  a  few  of  my  colleagues  and  I  are 
deeply  concerned  about,  an  issue  that  we  asked  the  Subcommittee  to  address — and 
we  appreciate  your  including  this  topic  in  your  hearing  today. 

I  am  referring  to  the  Health  Care  Financing  Administration's  (HCFA)  decision 
last  year  not  to  extend  Medicare  coverage  for  lung  volume  reduction  surgery 
(LVRS). 

Since  this  decision  was  made,  HCFA  and  the  National  Institutes  of  Health  (NIH) 
have  called  for  a  national  multicenter  randomized  controlled  trial  study  comparing 
LVRS  with  current  medical  treatments.  The  proposed  7-year  study  would  include 
approximately  2,580  Medicare  patients.  While  some  patients  in  the  study  would  re- 
ceive LVRS,  some  would  receive  other  treatments  and  procedures.  Additionally, 
Medicare  would  not  pay  for  LVRS  for  any  patients  treated  outside  of  the  study,  de- 
spite the  fact  some  private  insurers  do  cover  the  procedures. 

Because  many  in  the  medical  community  believe  LVRS  is  a  safe  and  effective 
treatment  for  certain  patients  with  end-stage  emphysema,  my  colleagues  and  I  are 
concerned  that  the  decision  not  to  extend  Medicare  coverage  for  the  procedure  could 
negatively  affect  the  lives  of  thousands  of  older  Americans  who  suffer  from  this  dis- 
ease. 

The  proposed  7-year  study  of  LVRS  also  places  a  cap  on  the  number  of  medical 
centers  eligible  to  particpate  in  the  study  and  limits  Medicare  reimbursement  to 
only  a  small  number  of  patients  at  those  centers  to  receive  LVRS.  Clearly,  patient 
access  to  the  LVRS  procedure  is  severely  restricted. 

It  is  reasonable  to  gather  and  analyze  data  on  patients  who  have  received  LVRS 
in  order  to  determine  the  long-term  efficacy  and  mortality  associated  with  the  proce- 
dure. It  also  seems  reasonable  for  HCFA  to  limit  reimbursement  for  the  procedure 
to  those  patients  who  meet  appropriate  selection  criteria  and  to  medical  centers  that 
meet  strict  participation  criteria.  However,  the  decision  to  limit  Medicare  reimburse- 
ment to  only  those  patients  participating  in  the  randomized  study  has  created  sig- 
nificant controversy  with  patients  and  within  the  medical  community. 

Because  this  situation  raises  important  ethical  and  quality  of  care  concerns,  I 
would  like  to  thank  you  again,  Mr.  Chairman,  for  calling  this  hearing.  I  look  for- 
ward to  the  testimony  of  today's  witnesses  and  learning  more  about  Medicare's  cov- 
erage policy  for  all  items  and  services. 


Chairman  Thomas.  The  gentleman  from  California. 

Mr.  Stark.  Mr.  Chairman,  as  I  indicated  to  you,  I  was  unsure 
about  the  direction  of  today's  hearings,  but  I  gather  from  your 
opening  statement  a  flavor  that  I  think  makes  me  understand  it 
better.  I  had  a  question  for  Mr.  Vladeck,  but  it  would  serve  as  an 
opening  statement  and,  I  think,  fits  in  with  what  you  are  talking 
about. 

It  suggests  that  the  public  trusts  institutions  less  and  less.  They 
do  not  trust  government  much.  They  trust  HMOs  less  and  their 
doctors  less.  As  budget  pressures  grow,  there  are  going  to  be  more 
rationing  questions.  We  are  hearing  about  them  every  day.  Why 
was  this  denied?  Why  was  that  denied?  I  gather  we  will  get  into 
some  of  that  today. 

You  mentioned  that  we  may  wind  up  missing  OTA  or  some  other 
independent  group  that  can  make  some  of  these  technical  or  profes- 
sional decisions  for  us.  Should  we  be  thinking  about  either  adding 
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this  teaching  responsibility  to  several  of  the  boards  that  now  advise 
us,  whether  it  is  PhysPRC,  ProPAC,  Congressional  Research  Serv- 
ice, GAO,  or  should  we  be  thinking  again  about  setting  up  a  new 
medical  scientific  commission?  We  are  going  to,  sooner  or  later, 
have  some  outcomes  research.  It  will  probably  take  4  or  5  years  to 
get  enough  of  a  data  base  for  us  to  use  it  much,  but  then,  how  will 
that  get  used?  We  do  not  have  the  expertise  or  the  resources  to 
make  that  decision,  and  maybe  that  is  something  the  witnesses  can 
help  us  with  as  we  go  along  today.  How  ought  we  get  this  empirical 
advice  that  would  help  us? 

So  I  look  forward  to  the  witnesses  and  the  Chair's  comments  this 
morning. 

Chairman  Thomas.  I  thank  the  gentleman.  Sometimes  we  are 
not  limited  by  the  advice  we  get.  It  is  the  attempt  to  evaluate  it 
that  is  the  difficult  part. 

Our  first  witnesses  today,  and  it  is  nice  to  have  the  Adminis- 
trator of  the  Health  Care  Financing  Administration,  Bruce 
Vladeck,  with  us  again.  With  him  is  Dr.  John  Eisenberg,  who  is  the 
Administrator  of  the  Agency  for  Health  Care  Policy  and  Research, 
reasonably  alive  and  well  after  the  last  congressional  session,  and 
Dr.  Claude  Lenfant,  who  is  the  Director  of  the  National  Heart, 
Lung,  and  Blood  Institute,  National  Institutes  of  Health. 

If  you  have  any  written  statements,  they  will  be  made  a  part  of 
the  record  and  you  may  proceed  to  inform  us  for  as  much  time  as 
you  believe  is  necessary,  Mr.  Vladeck,  I  would  say,  and  the  others 
are  probably  on  a  little  tighter  leash. 

STATEMENT  OF  HON.  BRUCE  C.  VLADECK,  ADMINISTRATOR, 
HEALTH  CARE  FINANCING  ADMINISTRATION 

Mr.  Vladeck.  Thank  you  very  much,  Mr.  Chairman.  It  is  always 
a  pleasure  to  be  here,  Mr.  Stark  and  Mr.  Houghton. 

Today,  it  is  a  particular  pleasure  to  be  accompanied  by  my  dis- 
tinguished colleagues,  Dr.  Eisenberg  and  Dr.  Lenfant,  who  speak 
to  some  of  the  issues  before  us  today  with  their  own  very  formida- 
ble experience  and  expertise,  and  I  am  really  delighted  to  share 
this  panel  with  them. 

Over  the  last  30  years,  we  have  developed  a  coverage  process  to 
assure  access  to  medical  advances  for  Medicare  beneficiaries  while 
protecting  them  from  services  of  unproven  effectiveness.  Our  goal 
is  to  continue  to  maintain  and  to  improve  a  dynamic  decision- 
making process,  to  produce  consistent  coverage  guidance  in  the  face 
of  rapid  changes  in  medical  technology  and  health  care  delivery. 

I  am  proud  of  the  way  in  which  our  policymaking  system  is  meet- 
ing that  challenge.  In  recent  years,  we  have  undertaken  a  number 
of  changes  in  the  way  in  which  we  do  things  and  we  have  approved 
a  range  of  new  technologies  and  interventions,  such  as  ventricular 
assist  devices,  to  provide  a  bridge  for  a  transplant  for  beneficiaries 
in  Medicare-certified  heart  transplant  centers.  More  recently,  we 
worked  out  with  the  FDA  a  process  through  which  we  can  cover 
the  majority  of  medical  devices  subject  to  investigational  device  ex- 
emptions, and  we  have  begun  to  pay  for  portable  ventricular  assist 
devices  to  allow  patients  to  leave  the  hospital  while  they  await  a 
transplant. 
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As  I  think  you  suggested,  Mr.  Chairman,  every  insurer  and 
health  care  purchaser  in  the  current  environment  has  to  deal  with 
health  policy  and  coverage  policy.  Private  as  well  as  public  insur- 
ers, like  Medicare,  want  to  purchase  high  quality  health  care  for 
the  best  price  in  an  era  of  rapid  changes  in  medical  technology  and 
extraordinary  investments  on  the  part  of  manufacturers. 

In  the  case  of  Medicare,  we  have  the  particular  requirements  in 
the  Social  Security  Act  which  provides  that  a  technology  or  service 
must  "be  reasonable  and  necessary  for  the  diagnosis  and  treatment 
of  illness  or  injury  or  to  improve  the  functioning  of  a  malformed 
body  member."  All  of  the  Medicare  coverage  policy  over  the  last  30 
years  has  come  from  that  basic  statutory  definition. 

Interpreting  this  provision  in  the  light  of  authoritative  evidence 
gives  us  the  ability  to  keep  our  benefits  current.  To  assure  we  are 
living  up  to  the  standards  in  the  statute  as  well  as  getting  the  best 
health  care  values  for  our  beneficiaries,  we  apply  to  the  assessment 
of  new  interventions  or  new  technologies  three  criteria:  a  dem- 
onstrated effectiveness,  appropriateness,  and  comparison  with  simi- 
lar technologies. 

By  demonstrated  effectiveness,  we  mean  the  extent  to  which  au- 
thoritative evidence  in  the  professional  and  medical  community  has 
established  the  benefits  and  appropriateness  of  a  new  technology. 
To  make  determinations  as  to  demonstrated  effectiveness,  we  rely 
heavily  on  technology  assessment  from  agencies  such  as  the  Agency 
for  Health  Care  Policy  and  Research,  consensus  conferences  of  the 
National  Institutes  of  Health,  the  Veterans  Administration,  and 
the  private  sector  medical  community,  particularly  the  specialty  so- 
cieties, as  well.  We,  of  course,  have  an  extensive  data  base  of  our 
own  which  can  inform  this  decisionmaking  process  and  contribute 
to  the  work  of  these  expert  bodies. 

In  addition  to  determining  whether  or  not  a  new  procedure  or 
technique  is  effective,  we  also  have  to  be  concerned  with  appro- 
priateness, that  is,  the  extent  to  which  a  service  is  suitable  for  but 
not  in  excess  of  the  beneficiary's  medical  needs  and  conditions  and 
is  being  provided  by  providers  with  the  capabilities  and  skills  to 
appropriately  derive  the  benefit  from  the  service. 

Finally,  we  do  compare  new  procedures  or  techniques  with  exist- 
ing technologies.  This  does  not  mean  we  will  decide  whether  or  not 
to  cover  something  on  the  basis  of  a  cost-effectiveness  analysis.  We 
do  not  and  will  not  make  coverage  decisions  on  the  basis  of  cost  ef- 
fectiveness, and  we  will  not  refuse  to  cover  services  merely  because 
they  are  costly.  On  the  other  hand,  if  a  new  service  or  technique 
is  no  more  effective  and  less  cost  effective  than  the  current  tech- 
nology in  place,  we  believe  we  should  pay  no  more  for  it  than  we 
do  for  the  existing  technology. 

We  make  national  coverage  decisions  after  a  thorough  assess- 
ment of  all  the  available  data  according  to  the  criteria  I  have  just 
described.  In  doing  so,  we  frequently  consult  the  Technology  Advi- 
sory Committee,  consisting  of  the  medical  directors  from  10  of  our 
carriers  and  representatives  from  the  NIH  and  AHCPR,  the  Veter- 
ans Administration,  the  FDA,  and  CHAMPUS.  Our  national  cov- 
erage decisions  are  binding  on  Medicare  contractors. 

When  there  is  no  national  decision  for  a  particular  service,  our 
contractors  frequently  issue  local  medical  review  policies  describing 
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the  circumstances  under  which  an  item  or  a  service  will  be  covered. 
In  doing  so,  they  are  required  to  seek  formal  comment  on  such  poli- 
cies from  the  medical  communities  in  their  States  and  to  give  30 
days'  notice  before  implementation. 

We  have  a  number  of  steps  underway,  outlined  in  my  written 
statement,  to  improve  coordination  among  the  individual  carriers 
and  local  medical  policies  and  to  use  that  increasingly  as  a  basis 
to  moving  more  quickly  and  efficiently  to  national  coverage  deci- 
sions. 

All  of  us  face  the  dilemma  of  often  having  to  make  decisions  in 
the  face  of  inadequate  data.  Many  services  come  to  be  widely  dif- 
fused without  ever  having  been  examined  through  controlled  stud- 
ies. We  have  a  responsibility,  we  believe,  as  the  Nation's  largest 
payer,  not  only  to  make  the  right  decisions  consonant  with  the  stat- 
ute but  also  to  help  produce  the  data  and  the  evaluations  on  medi- 
cal effectiveness  in  order  to  improve  the  information  base  of  our  de- 
cisionmaking and  that  of  others. 

When  reimbursement  is  provided  before  there  is  adequate  clini- 
cal evidence  to  demonstrate  the  effectiveness  of  a  new  technology, 
that  technology  can  diffuse  rapidly,  often  inappropriately,  in  a  way 
that  significantly  reduces  our  ability  to  ever  adequately  evaluate  it. 
To  address  these  kinds  of  concerns,  we  have  begun  to  employ  the 
device  of  what  we  are  calling  "coverage  with  conditions."  We  will 
use  coverage  with  conditions  only  when  existing  data  suggests  a 
potential  benefit  to  some  patients  but  there  is  not  enough  data  to 
predict  the  effect  of  generalized  use  of  the  technology  or  its  long- 
term  effects  or  appropriate  patient  selection  criteria. 

The  conditions  under  which  we  will  cover  such  procedures  or 
services  may  include  limitations  on  the  use  of  the  service  or  tech- 
nology or  may  just  require  providers  to  collect  data  or  to  provide 
it  under  certain  protocols. 

Probably  the  most  notable  example  of  such  coverage  with  condi- 
tions is  our  recent  agreement  with  the  National  Heart,  Lung,  and 
Blood  Institute  regarding  lung  volume  reduction  surgery,  a  term 
that  encompasses  a  set  of  procedures  intended  to  improve  lung 
function  and  relieve  the  debilitating  symptoms  for  patients  with 
chronic  obstructive  pulmonary  disease.  Despite  very  limited  evi- 
dence of  its  efficacy,  this  surgery  diffused  very  rapidly  from  1993 
to  1995. 

In  its  1997  appropriations  conference  report,  Congress  required 
us,  with  the  advice  and  technical  assistance  of  the  Agency  for 
Health  Care  Policy  and  Research,  to  report  on  the  treatment  of 
end-stage  emphysema  and  COPD  and  on  unilateral  and  bilateral 
lung  volume  reduction  surgery.  We  were  asked  to  review  all  avail- 
able studies  and  make  a  recommendation  as  to  the  appropriateness 
and  conditions  of  Medicare  coverage  for  such  procedures.  We  have 
provided  a  preliminary  study  of  a  preliminary  version  of  this  report 
as  an  appendix  to  my  testimony  and  we  present  there  the  results 
of  our  review  of  21  recently  published  articles  on  lung  volume  re- 
duction study  and  on  our  findings  from  Medicare  data  bases. 

Based  on  this  review,  we  believe,  number  one,  that  the  earlier 
AHCPR  assessment,  that  the  objective  data  do  not  permit  a  sci- 
entific conclusion  about  the  risks  and  benefits  of  LVRS,  is  still 
valid;  number  two,  that  the  implication  that  AHCPR,  and  we  drew 
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from  that  study  that  this  procedure  should  be  covered  only  in  the 
context  of  a  controlled  study,  remains  valid;  and  number  three, 
that  many  of  the  weaknesses  found  in  the  data  in  the  earlier  for- 
mal technology  assessment  by  AHCPR  still  exist.  These  weak- 
nesses include  study  design  problems,  very  brief  followup  periods, 
inconsistent  measurement  of  important  patient  outcomes,  and  the 
failure  to  follow  many  patients  after  surgery. 

This  year,  under  our  agreement  with  the  National  Heart,  Lung, 
and  Blood  Institute,  18  clinical  centers  and  21  hospitals  will  begin 
to  provide  the  service  to  Medicare  patients  and  receive  Medicare 
reimbursement.  The  study  will  include  patients  undergoing  LVRS 
via  two  separate  procedures,  along  with  maximum  medical  ther- 
apy, and  contrast  them  with  patients  receiving  only  maximum 
medical  therapy.  This  study  will  allow  us  to  identify  and  distin- 
guish between  the  impacts  of  the  surgery  on  patients'  mortality, 
morbidity,  quality  of  life,  and  on  its  impact  on  the  disease  itself. 

I  have  tried  to  keep  my  prepared  statement  very  brief.  There  is 
a  much  longer  written  statement,  as  you  know.  Obviously,  we  are 
happy  to  answer  any  questions,  and  I  am  sure  my  colleagues  will 
add  considerable  insight  to  those  very  brief  remarks. 

Thank  you  again  for  the  opportunity  to  be  here,  Mr.  Chairman. 

[The  prepared  statement  and  attachment  follow:] 

Statement  of  Hon.  Bruce  C.  Vladeck,  Administrator,  Health  Care  Financing 

Administration 

Introduction 

Thank  you  for  the  opportunity  to  come  here  today  and  talk  with  you  about  how 
we  make  Medicare  coverage  policy.  Over  the  past  30  years,  we  have  developed  a  cov- 
erage process  that  assures  access  to  medical  advances  for  Medicare  beneficiaries, 
while  protecting  them  from  services  whose  effectiveness  is  unproven.  This  is  one  of 
HCFA  s  greatest  challenges  in  administering  the  Medicare  program — to  maintain  a 
dynamic  decision-making  process  that  produces  consistent  coverage  guidance  in  the 
face  of  rapid  changes  in  medical  technology  and  health  care  delivery. 

I  am  proud  of  the  ways  in  which  our  coverage  policy-making  system  is  meeting 
that  challenge.  For  example,  in  recent  years,  we  have  approved  ventricular  assist 
devices  to  provide  a  bridge  to  a  transplant  for  our  beneficiaries  in  Medicare  certified 
heart  transplant  centers.  More  recently,  under  our  new  program  covering  devices 
that  are  subject  to  an  investigational  device  exemption  (IDE),  we  have  begun  to  pay 
for  a  portable  version  of  this  device  that  will  allow  patients  to  leave  the  hospital 
while  they  await  their  transplant. 

In  today's  health  care  market,  every  insurer  and  health  care  purchaser  must  deal 
with  coverage  policy.  Private  as  well  as  public  insurers,  like  Medicare,  want  to  pur- 
chase high  quality  health  care  for  the  best  price.  Health  plans,  whether  public  or 
private,  managed  care  or  traditional  indemnity  plans  must  control  costs  while  still 
continuing  to  assure  the  highest  quality  of  care  for  their  subscribers.  This  cannot 
be  done  without  authoritative  evidence  of  the  value  of  each  individual  service. 

Medicare  has  emerged  as  a  leader  in  the  move  toward  such  evidence-based  deci- 
sion making  for  coverage  policy.  We  rely  on  state-of-the-art  technology  assessment 
and  on  agencies  such  as:  The  Agency  for  Health  Care  Policy  and  Research  (AHCPR), 
The  Food  and  Drug  Administration  (FDA),  the  National  Institutes  of  Health  (NIH), 
the  Department  of  Veterans  Affairs  (DVA),  the  Department  of  Defense  (DOD)  as 
well  as  the  advice  of  the  medical  community  and  private  sector  studies.  Our  own 
extensive  reimbursement  data  contain  additional  useful  information  for  assessing 
the  effectiveness  of  all  varieties  of  medical  care.  The  experience  from  our  program 
can  benefit  the  entire  health  care  marketplace. 

Furthermore,  the  sheer  numbers  of  beneficiaries  that  we  serve  and  the  wealth  of 
information  that  we  possess  about  them  makes  Medicare  an  important  force  in  the 
market.  We  recognize  that  our  coverage  process  also  controls  services  provided  by 
managed  care  plans  that  serve  Medicare  beneficiaries.  Not  only  is  the  share  of 
Medicare  patients  in  managed  care  plans  growing  rapidly,  but  plans  must  provide 
these  enrollees  with  the  same  Part  A  and  Part  B  benefits  that  Medicare  fee-for-serv- 
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ice  beneficiaries  enjoy.  As  a  result,  managed  care  plans  have  an  increasing  interest 
in  our  process  being  as  scientific  and  thorough  as  possible. 

Medicare  coverage  decisions  probably  also  influence  private  plans'  coverage  deci- 
sions for  their  non-Medicare  patients.  However,  many  private  plans  now  have  so- 
phisticated technology  assessment  and  coverage  processes  of  their  own. 

Many  Medicare  coverage  decisions  are  made  by  our  local  carriers,  based  on  the 
statutory  requirement  to  cover  only  services  that  are  reasonable  and  necessary  for 
the  diagnosis  and  treatment  of  illness  or  injury.  In  making  their  decisions,  carriers 
depend  upon  the  knowledge  and  advice  of  local  physicians  and  other  local  specialists 
and  on  local  medical  review  policies  that  are  snared  among  carriers.  HCFA  has  an 
overall  interest  in  increasing  the  consistency  of  coverage  policy  among  carriers  and 
making  national  policy  for  coverage  issues  that  are  significant. 

The  Coverage  Policy  Process 

Over  the  past  30  years,  Medicare's  coverage  process  has  evolved  from  a  relatively 
informal  set  of  procedures  for  deciding  on  payment  of  particular  claims,  to  a  sophis- 
ticated process  that  includes  extensive  medical  advice  and  state-of-the-art  tech- 
nology assessments. 

The  key  to  understanding  Medicare  coverage  policy  is  its  statutory  foundation. 
The  Social  Security  Act  lists  55  categories  of  benefits  that  are  covered  under  the 
program.  They  include  physician  services,  inpatient  hospital  services,  services  in 
ambulatory  surgical  centers,  and  many  more.  The  Act  also  gives  the  Secretary  of 
the  Department  of  Health  and  Human  Services  broad  discretionary  authority  to  go 
beyond  these  defined  benefits  to  make  coverage  decisions  on  individual  items  and 
services.  The  law  says: 

"Notwithstanding  any  other  provisions  of  this  title,  no  payment  may  be  made  for 
items  or  services  which  ...  are  not  reasonable  and  necessary  for  the  diagnosis  and 
treatment  of  illness  or  injury  or  to  improve  the  functioning  of  a  malformed  body 
member." 

The  interpretation  of  this  provision,  using  authoritative  evidence  of  whether  a 
service  is  "reasonable  and  necessary,"  gives  us  the  ability  to  keep  Medicare  benefits 
current  in  the  face  of  changing  medical  practice. 

The  criteria  used  to  make  these  decisions  have  evolved  over  time  in  response  to 
our  experience  and  to  public  comments  and  suggestions.  The  criteria  that  now  guide 
the  coverage  process  are:  demonstrated  effectiveness,  appropriateness,  and  com- 
parability to  similar  services.  I  will  discuss  each  of  these  in  turn. 

Demonstrated  Effectiveness 

Demonstrated  effectiveness  is  the  first  criterion  for  determining  that  a  service  or 
health  care  technology  meets  the  Medicare  coverage  requirements.  There  must  be 
authoritative  evidence  to  establish  that  the  benefits  of  a  service  or  technology  to  the 
patient  outweigh  its  reasonably  anticipated  risks.  There  must  also  be  authoritative 
evidence  to  convince  HCFA  or  its  contractors  that  use  of  the  service  or  technology 
will  result  in  improved  health  outcomes  (such  as  decreased  morbidity  or  mortality 
or  significantly  increased  quality  of  life,  for  beneficiaries  or  some  groups  of  bene- 
ficiaries). In  addition,  items  or  services  that  are  regulated  by  FDA  must  have  re- 
ceived approval  for  marketing. 

To  find  evidence  that  we  consider  authoritative  in  demonstrating  the  effectiveness 
of  a  service  on  patient  outcomes,  we  examine: 

•  published  articles  based  on  controlled  clinical  trials,  other  controlled  studies, 
and  case  series; 

•  formal  technology  assessments  from  recognized  government  and  private  enti- 
ties, which  examine  both  published  and  unpublished  data; 

•  evaluations  or  studies  initiated  by  Medicare  contractors;  and 

•  authoritative  approvals  of  other  agencies,  such  as  FDA,  that  a  service  has 
therapeutic  or  diagnostic  benefit  for  patients. 

Sometimes  these  assessments  are  made  by  HCFA  staff  and  our  advisors.  But  with 
increasing  frequency  we  are  obtaining  formal  technology  assessments  from  the 
AHCPR  and  other  government  and  private  organizations. 

Assessments  of  health  care  technology  have  at  least  two  features  that  are  impor- 
tant to  HCFA.  First,  rather  than  evaluating  services  in  an  investigational  setting, 
they  are  focused  on  the  effectiveness  of  technologies  in  general  medical  practice  and 
on  patient  outcomes  including  morbidity,  mortality,  health  status  and  health-related 
quality  of  life.  Second,  they  use  systematic  methods  for  evaluating  the  quality  of  the 
scientific  evidence  available  rather  than  relying  on  the  less  formal  examination  of 
medical  opinion  or  consensus.  They  also  grade  the  quality  of  the  evidence  based  on 
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the  study  methods.  We  have  adopted  these  evidence-based  methods  as  our  primary 
means  for  making  Medicare  coverage  decisions. 

The  evidence-based  environment  increases  the  importance  of  giving  the  public  ac- 
cess to  HCFA  while  we  are  in  the  process  of  making  coverage  decisions.  We  have 
expanded  the  opportunities  for  interested  parties  to  provide  information  and  expert 
advice  both  before  and  after  decisions  are  made.  To  ensure  that  our  process  for  de- 
termining coverage  is  evidence-based,  we  consult  extensively  with  interest  groups 
and  receive  expert  medical  advice  from  both  government  and  private  clinicians.  Our 
Internet  Home  Page  is  another  means  by  which  we  hope  to  increase  participation 
by  interested  parties.  In  addition,  we  are  continually  improving  our  communication 
methods  with  our  contractors,  who  are  often  the  first  to  become  aware  of  the  use 
of  new  health  care  technologies. 

Appropriateness 

Appropriateness  means,  to  HCFA,  that  a  service  is  suitable  for,  but  not  in  excess 
of,  the  beneficiary's  medical  needs  and  condition.  The  qualifications  of  those  provid- 
ing the  service  and  the  setting  where  the  service  is  provided  may  be  a  part  of  this 
criterion.  The  service  must  be  furnished  by  personnel  who  are  qualified  by  training, 
experience  and  licensure  to  provide  that  service  and,  in  some  instances,  who  meet 
HCFA-established  training  levels.  The  service  must  be  furnished  in  a  setting  that 
is  suitable  for,  but  not  in  excess  of,  the  beneficiary's  medical  needs  and  condition 
and  must  meet  any  facility  requirements  established  by  HCFA.  For  example,  car- 
diac catheterization  may  be  covered  for  some  patients  in  a  freestanding  facility,  but 
for  patients  with  a  high  risk  of  complications,  a  hospital  may  be  the  only  appro- 
priate setting  for  receiving  this  service. 

Comparison  with  Similar  Technologies 

It  is  apparent  that  cost-effectiveness  analysis  is  extremely  controversial  for  bene- 
ficiaries, providers  and  suppliers.  It  raises  fears  of  rationing  based  on  cost.  HCFA 
has  not  and  does  not  intend  to  make  coverage  decisions  based  solely  on  cost- 
effectiveness,  and  we  will  not  refuse  to  cover  services  merely  because  they  are  cost- 
ly. Moreover,  manufacturers  or  providers  do  not  need  to  submit  formal  cost- 
effectiveness  analyses  to  HCFA  in  order  to  have  a  service  considered  for  coverage. 

Nevertheless,  in  order  to  become  prudent  purchasers  of  health  care,  third  party 
payers,  including  HCFA,  must  consider  the  full  value  of  any  medical  service  they 
are  considering  for  coverage.  Cost-effectiveness  analyses,  when  available,  can  be 
used  in  this  regard.  These  analyses  allow  us  to  consider  the  full  range  of  present 
and  future  costs  and  benefits  of  a  service.  Without  it,  payers  and  providers  often 
focus  on  the  present  costs  of  expensive  technologies  rather  than  on  the  full  value 
of  the  service. 

Under  specific  and  limited  conditions,  relative  costs  and  effectiveness  will  be  fac- 
tors considered  in  determining  Medicare  payment  policy.  That  is,  if  a  service  is  more 
expensive  but  equally  effective,  it  would  still  be  covered  and  paid  at  the  rate  of  the 
lower  cost  alternative.  If,  however,  the  service  is  found  to  be  more  effective  for  a 
specific  group  of  patients,  it  could  be  paid  at  the  higher  rate.  This  criterion  assures 
value  for  the  Medicare  program  and  its  beneficiaries. 

Local  and  National  Coverage  Decisions 

The  Medicare  coverage  process  is  sometimes  confusing  to  the  public  because  of  the 
coexistence  of  national  coverage  decisions  with  those  made  locally  by  Medicare  con- 
tractors. National  coverage  decisions  are  issued  by  HCFA  after  a  thorough  assess- 
ment of  the  statutory  and  clinical  issues  and  analysis  of  the  data.  These  decisions 
are  binding  on  Medicare  contractors.  In  the  absence  of  national  decisions  for  par- 
ticular services,  contractors  have  the  discretion  to  issue  local  medical  review  poli- 
cies. 

Most  Medicare  coverage  decisions  are  made  locally,  by  HCFA  contractors,  accord- 
ing to  the  criteria  that  I  just  described  and  any  applicable  national  coverage  policy. 
Medicare  contractors  can  issue  local  medical  review  policies  to  describe  the  cir- 
cumstances under  which  an  item  or  service  will  be  covered.  In  developing  such  poli- 
cies, our  contractors  are  required  to  seek  formal  comment  from  the  medical  commu- 
nity who  provide  the  item  or  service.  Following  the  comment  process,  our  contrac- 
tors must  publish  final  policies  30  days  prior  to  implementation. 

In  addition,  there  are  Carrier  Medical  Director  (CMD)  workgroups,  national  and 
regional  meetings  between  the  CMDs  and  HCFA,  collaboration  between  carriers  and 
the  Peer  Review  Organization  (PRO),  and  Carrier  Advisory  Committees  (CACs), 
which  represent  medical  physician  specialties,  beneficiaries  and  HMOs.  All  of  these 
activities  aid  in  the  process  of  developing,  revising,  and  gauging  the  impacts  of  the 
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development  of  local  policy.  All  local  medical  review  policies  generated  by  a  contrac- 
tor are  published;  frequently  the  contractors  conduct  seminars,  generate  special  bul- 
letins, or  use  other  methods  to  ensure  that  the  medical  community  is  aware  of  new 

fjolicies.  Though  well  planned  and  highly  examined,  such  local  policies  have  at  times 
ed  to  geographic  variation  in  Medicare  coverage  that  concerns  our  beneficiaries  and 
providers. 

HCFA  cannot  guarantee  the  consistency  of  Medicare  coverage  by  directing  local 
policy.  However,  local  policies  are  shared  among  carriers  and  guide  other  carriers' 
local  medical  review  policies.  To  increase  the  consistency  of  coverage,  HCFA  began 
a  system  of  Carrier  Medical  Director  workgroups  to  examine  coverage  issues.  These 
groups  pool  resources  and  develop  model  policies,  which  operate  to  guide  local  poli- 
cies. The  model  policy  process  is  one  way  to  increase  consistency  in  coverage  across 
the  country  for  services  that  are  not  the  subject  of  national  policies.  HCFA  has  also 
begun  to  issue  a  greater  number  of  national  coverage  decisions  to  increase  uniform- 
ity and  to  make  our  coverage  policy  more  timely  and  flexible  in  response  to  available 
medical  evidence.  Issues  are  reviewed  for  national  coverage  for  a  number  of  reasons 
including  high  potential  for  the  service  to  diffuse  rapidly  on  a  national  basis;  consid- 
erable local  variation  in  coverage;  or  the  availability  of  substantial  amounts  of  medi- 
cal evidence. 

When  we,  at  HCFA,  decide  to  review  a  service  for  national  coverage,  we  may  per- 
form an  internal  review  of  policy  or  consult  with  our  technology  advisory  committee 
(TAC)  consisting  of  ten  carrier  medical  directors,  including  a  managed  care  medical 
director,  and  representatives  of  NIH,  AHCPR  VA,  FDA  and  CHAMPUS.  The  TAC 
provides  interchange  between  local  and  national  policy  and  considers  when  an  issue 
becomes  of  such  prominence  that  it  warrants  a  national  policy.  HCFA  develops  the 
agenda  that  the  TAC  will  follow  to  evaluate  and  make  its  recommendations. 

The  TAC  could  recommend  that  HCFA:  issue  a  national  coverage  policy,  refer  the 
issue  for  assessment  by  the  Public  Health  Service  or  other  qualified  assessment  or- 
ganization, postpone  the  decision  until  there  is  more  information,  or  decline  to  es- 
tablish a  new  policy.  HCFA  can  then  accept  or  reject  the  TAC's  recommendation. 

Although  TAC  proceedings  are  closed  to  the  public,  the  meeting  agendas  and  min- 
utes are  now  made  available  through  HCFA's  Home  Page  on  the  Internet.  This  is 
one  of  the  means  by  which  we  hope  to  increase  participation  by  interested  parties. 

Recent  Innovations 

All  health  plans,  including  Medicare,  face  the  dilemma  of  having  inadequate  data 
to  make  evidence-based  coverage  decisions  for  some  new  technologies  and  services. 
Many  services  have  not  been  adequately  examined  through  controlled  studies.  Medi- 
care payments  for  indirect  medical  education  (IME)  help  contribute  to  the  funding 
of  health  care  research.  As  the  nation's  largest  payer,  Medicare  recognizes  its  re- 
sponsibility both  to  assist  in  producing  data  on  the  effectiveness  of  medical  care  and 
to  provide  access  to  valuable  new  technologies  for  Medicare  beneficiaries  as  quickly 
as  possible. 

This  responsibility  is  particularly  vexing  since  the  timing  of  technology  assess- 
ments in  relation  to  reimbursement  for  a  service  can  be  problematic.  If  assessments 
are  done  too  early,  the  results  from  the  investigation  may  not  be  generalizable  to 
standard  medical  practice.  Depending  on  such  assessments  would  produce  poor  cov- 
erage decisions.  But  if  reimbursement  is  delayed,  due  to  lack  of  evidence,  practition- 
ers might  cease  using  the  technology  before  adequate  data  can  be  gathered. 

The  reverse  situation  is  more  common  and  creates  even  more  of  a  dilemma.  Gen- 
eral reimbursement  has  often  been  provided  before  adequate  clinical  evidence  exists. 
In  such  cases,  a  technology  can  diffuse  rapidly,  significantly  reducing  our  ability  to 
design  the  type  of  controlled  study  needed  to  provide  good  medical  evidence. 

To  address  these  critical  issues  in  coverage  policy-making,  Medicare  has  under- 
taken one  of  its  most  important  efforts  to  date — "coverage  with  conditions."  I  will 
describe  some  of  the  recent  steps  we  have  taken. 

Coverage  with  Conditions 

Our  recent  decision  to  pay  for  certain  lung  volume  reduction  surgery  procedures 
in  conjunction  with  a  clinical  trial  is  an  example  of  "coverage  with  conditions."  This 
type  of  coverage  may  be  used  when  existing  data  suggest  a  potential  benefit  to  some 
patients,  but  there  is  not  sufficient  information  to  predict  the  effect  of  generalized 
use  of  the  technology  or  its  long  term  effects  or  appropriate  patient  selection  cri- 
teria. 

Coverage  with  conditions  may  include  limitations  of  use,  data  collection,  or  the 
rovision  of  the  service  under  protocol  conditions.  These  efforts  may  be  implemented 
y  making  payments  only  to  providers  involved  in  a  study  sponsored  by  the  Na- 


13 


tional  Institutes  of  Health  or  other  research  organizations.  The  objective  of  coverage 
with  conditions  is  to  advance  medical  knowledge  about  the  effectiveness  of  the  serv- 
ices before  they  are  diffused  to  general  practice  and  to  assure  that  Medicare  bene- 
ficiaries are  not  put  at  undue  risk  from  their  use. 

Only  services  that  meet  all  of  the  following  criteria  will  be  considered  for  this  cov- 
erage: 

•  the  service  is  of  substantial  interest  for  Medicare  coverage  because  it  would  po- 
tentially affect  a  large  number  of  beneficiaries  or  provide  an  important  new  benefit 
to  some; 

•  enough  information  exists  about  the  service  for  HCFA  to  judge  the  service  rea- 
sonable and  necessary  under  particular  conditions; 

•  the  service  is  unproven  with  regard  to  questions  remaining  about  risks  and  ben- 
efits that  must  be  answered  for  a  final  coverage  decision; 

•  the  information  necessary  for  HCFA  to  make  a  national  coverage  decision  is  un- 
likely to  be  developed  by  researchers  unless  coverage  with  conditions  is  offered;  and 

•  any  regulated  services  used  with  the  service  in  question  are  approved  for  mar- 
keting by  the  Food  and  Drug  Administration  (FDA). 

It  is  Medicare's  long  standing  policy  that,  in  general,  services  covered  in  clinical 
trials  cannot  be  reimbursed  because  there  is  insufficient  evidence  of  their  benefits 
and  risks.  The  above  criteria  differentiate  coverage  with  conditions  from  clinical 
trials. 

Lung  Volume  Reduction  Surgery 

An  example  of  coverage  with  conditions  is  Medicare's  recent  agreement  with  the 
National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  regarding  Lung  Volume  Reduc- 
tion Surgery  (LVRS).  LVRS  encompasses  procedures  intended  to  improve  lung  func- 
tion and  relieve  the  debilitating  symptoms  for  emphysema  patients.  Despite  the 
very  limited  evidence  of  its  efficacy,  this  surgery  diffused  rapidly  from  1993-1996. 

In  September  1995,  a  workshop  on  LVRS,  sponsored  by  the  National  Heart,  Lung, 
and  Blood  Institute  (NHLBI)  called  for  controlled  studies  of  this  surgery.  A  few 
months  later,  HCFA  issued  a  policy  of  noncoverage  for  all  LVRS  based  on  the  lack 
of  medical  evidence  and  the  potential  for  morbidity  and  mortality  among  Medicare 
beneficiaries  from  LVRS.  At  the  same  time,  we  requested  that  the  Agency  for 
Health  Care  Policy  and  Research  (AHCPR)  perform  an  assessment  of  LVRS  proce- 
dures. 

AHCPR's  assessment  report  in  April  1996,  said  that  the  objective  data  did  not 
permit  a  scientific  conclusion  about  the  risks  and  benefits  of  LVRS.  AHCPR  further 
recommended  that  the  procedure  only  be  covered  within  the  context  of  a  controlled 
clinical  study.  Later  that  month,  HCFA  and  NHLBI  agreed  that  NHLBI  would  de- 
sign and  fund  such  a  study,  now  known  as  the  National  Emphysema  Treatment 
Trial  (NETT),  and  HCFA  would  pay  for  the  medical  care  provided  to  Medicare  bene- 
ficiaries participating  in  the  study. 

In  its  FY1997  Appropriations  Conference  Report,  Congress  required  HCFA,  with 
the  advice  and  technical  assistance  of  AHCPR,  to  report  to  Congress  on  the  treat- 
ment of  end-stage  emphysema  and  chronic  obstructive  pulmonary  disease  and  on 
unilateral  and  bilateral  lung  volume  reduction  surgery  (LVRS).  HCFA  was  asked  to 
review  all  available  studies  and,  based  on  this  review,  make  a  recommendation  as 
to  the  appropriateness  and  conditions  of  Medicare  coverage  of  such  a  procedures. 

In  the  preliminary  summary  that  accompanies  this  testimony,  we  present  the  re- 
sults of  our  review  of  22  recently  published  articles  on  LVRS  and  our  findings  from 
the  Medicare  databases.  Based  on  this  review,  we  believe  that  the  conclusions  of  the 
AHCPR  assessment  are  still  valid,  and  their  implications  for  Medicare  policy  the 
same.  That  is,  LVRS  should  be  covered  only  in  the  context  of  a  controlled  study. 
As  described  in  the  attached  summary  of  our  forthcoming  report  to  Congress  regard- 
ing LVRS,  many  of  the  weaknesses  found  in  the  data  by  AHCPR  still  exist.  These 
weaknesses  include  study  design  problems,  very  brief  follow-up  periods  and  incon- 
sistent measurement  of  important  patient  outcomes.  Moreover,  results  may  be  bi- 
ased as  a  result  of  many  patients  that  were  not  followed  after  surgery. 

Our  analysis  of  Medicare  claims  data  raised  further  concerns.  We  examined  711 
Medicare  claims  for  LVRS  between  October  1995  and  January  1996.  Of  these  pa- 
tients, 26  percent  had  died  by  January  1997.  Forty  percent  of  the  patients  were  hos- 
pitalized during  the  approximately  12  months  following  surgery.  These  patients 
averaged  2. 1  acute  care  hospitalizations  for  a  total  of  20  hospital  days.  Sixteen  per- 
cent of  the  patients  had  either  a  long  term  care  hospital  admission  (averaging  30 
days)  or  a  rehabilitation  hospital  admission  (averaging  24  days)  The  controlled 
study  will  allow  us  to  identify  and  distinguish  between  LVRS'  impact  on  these  pa- 
tients' mortality  and  morbidities  requiring  hospital  stays  and  the  impact  of  the  dis- 
ease itself. 
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This  year,  18  clinical  centers  including  21  hospitals  will  begin  to  provide  this  serv- 
ice to  Medicare  patients  and  receive  Medicare  reimbursement.  The  study  will  in- 
clude patients  undergoing  LVRS  via  median  sternotomy  or  via  video  assisted 
thoracoscopy  along  with  maximal  medical  therapy  and  patients  receiving  only  maxi- 
mal medical  therapy  in  the  non-surgical  arm  of  the  study.  The  study  is  scheduled 
to  be  completed  in  five  years.  The  final  study  protocol  is  now  being  determined  by 
the  Executive  Steering  Committee  for  the  study  and  will  be  completed  by  the  end 
of  May  1997. 

Medicare  payment  for  LVRS  will  be  made  only  for  patients  who  are  participating 
in  NHLBI's  controlled  clinical  study  of  this  new  procedure.  However,  we  are  commit- 
ted to  modifying  this  policy  quickly  whenever  new  and  scientifically  conclusive  data 
regarding  the  surgery  confirm  that  it  meets  our  criteria  for  coverage.  For  example, 
if  the  study's  Data  Safety  Monitoring  Board  were  to  recommend  and  NHLBI  to 
agree  that  some  group  of  patients  were  achieving  a  clear  benefit  from  LVRS,  we 
would  extend  coverage  to  them  at  once.  Likewise,  a  finding  of  clear  ineffectiveness 
or  harm  for  some  patients  would  result  in  a  noncoverage  policy  for  that  group. 

Coverage  of  Category  B  Investigational  Devices 

Another  type  of  coverage  with  conditions  involves  certain  devices  and  drugs  sub- 
ject to  FDA  approval.  It  has  long  been  our  policy  that  items  cannot  be  covered  under 
Medicare  until  they  receive  approval  for  marketing  from  FDA.  In  September  1995, 
an  agreement  between  Medicare  and  FDA  regarding  medical  devices  subject  to  in- 
vestigational device  exemptions  (IDEs)  led  to  a  significant  coverage  policy  change. 

FDA  agreed  to  classify  devices  with  IDEs  into  two  categories: 

•  Category  A  IDEs  are  experimental  investigational  devices,  meaning  that  signifi- 
cant risk  is  being  investigated. 

•  Category  B  IDEs  are  non-experimental  investigational  devices,  meaning  that  in- 
cremental risk  is  being  investigated,  and  that  the  fundamental  issues  of  safety  and 
effectiveness  have  already  been  resolved. 

Those  IDEs  that  were  labeled  "Category  B,"  based  on  their  substantial  equiva- 
lence to  existing  devices,  were  made  eligible  for  Medicare  coverage  while  they  are 
being  studied  for  incremental  risk.  A  condition  of  this  coverage  is  that  the  service 
is  being  provided  under  the  FDA  protocol. 

The  President's  Advisory  Commission  on  Consumer  Protection  and  Quality 
in  the  Health  Care  Industry 

We  expect  the  recently  created  President's  Advisory  Commission  on  Consumer 
Protection  and  Quality  in  the  Health  Care  Industry  to  provide  a  forum  for  better 
understanding  of  the  changes  in  the  health  care  financing  and  delivery  system  and 
to  provide  valuable  information  to  further  inform  our  evidence-based  coverage  deci- 
sion making.  This  high  level  commission,  chaired  by  the  Secretaries  of  Health  and 
Human  Services  and  Labor,  includes  representatives  from  the  health  care  profes- 
sions, other  health  care  workers,  institutional  providers,  insurers,  purchasers,  state 
government,  consumers  and  experts  in  health  care  quality,  financing  and  adminis- 
tration. Their  recommendations  for  addressing  the  effects  of  the  changes  in  health 
care  financing  and  delivery  will  help  public  and  private  policy  makers  define  appro- 
priate consumer  protection  and  quality  standards. 

Conclusion 

The  coverage  process  of  the  Medicare  program  has  evolved  over  the  years  to  meet 
the  rapidly  changing  demands  placed  on  it  by  the  ever-increasing  advances  in  medi- 
cal science  and  technology.  Like  all  health  care  insurers,  it  is  our  ongoing  respon- 
sibility to  define,  clarify,  review,  and  modernize  the  benefits  under  the  Medicare 
program. 

HCFA  has  been  a  leader  in  the  trend  in  our  health  care  industry  toward  evidence- 
based  decisions  and  policies  that  provide  needed  scientific  data  to  support  medical 
effectiveness  and  outcomes.  In  today's  environment,  Medicare  will  continue  to  make 
coverage  decisions  and  modify  them  whenever  necessary  to  reflect  new  findings  and 
data.  It  is  vital  that  providers,  suppliers,  manufacturers  and  beneficiaries  under- 
stand and  participate  in  this  process. 

For  more  than  30  years,  the  Medicare  coverage  process  has  assured  access  to 
medical  advances  for  beneficiaries  while  protecting  them  from  unproven  services,  an 
accomplishment  that  continues  to  benefit  the  entire  health  care  system.  We  plan  to 
build  on  this  success  and  to  ensure  that  beneficiaries  have  access  to  those  state-of- 
the-art  technologies  that  preserve  and  support  maximum  well-being  and  quality  of 
life. 
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Medicare  Coverage  of  Lung  Volume  Reduction  Surgery  (LVRS) 

Preliminary  Report  to  Congress 

In  its  FY1997  Appropriations  Conference  Report,  Congress  required  HCFA,  with 
the  advice  and  technical  assistance  of  AHCPR,  to  report  to  Congress  on  the  treat- 
ment of  end-stage  emphysema  and  chronic  obstructive  pulmonary  disease  and  on 
unilateral  and  bilateral  lung  volume  reduction  surgery  (LVRS)  and  supplemental 
surgical  methods.  HCFA  was  asked  to  review  all  available  studies  and,  based  on 
this  review,  make  a  recommendation  as  to  the  appropriateness  and  conditions  of 
Medicare  coverage  for  such  procedures.  This  preliminary  report  responds  to  that  re- 
quirement. Additional  information  on  the  protocol  will  be  forwarded  at  a  later  date. 

Summary 

Lung  Volume  Reduction  Surgery  encompasses  procedures  intended  to  improve 
lung  function  for  emphysema  patients  and  relieve  debilitating  symptoms  of  the  dis- 
ease. LVRS  diffused  rapidly  from  1993-1996,  despite  a  paucity  of  medical  evidence 
concerning  its  safety  and  efficacy.  Moreover,  there  are  considerable  debates  within 
the  medical  community  not  only  about  the  appropriateness  of  surgical  intervention, 
but  also  concerning  the  relative  merits  of  a  variety  of  surgical  approaches,  appro- 
priate selection  of  patients,  and  the  contribution  of  comprehensive  pulmonary  reha- 
bilitation.   

In  December  1995,  HCFA  issued  a  noncoverage  policy  for  all  LVRS  procedures 
based  on  the  lack  of  medical  evidence  and  potential  for  extensive  morbidity  and 
mortality  among  Medicare  beneficiaries.  HCFA  also  requested  that  the  Center  for 
Health  Care  Technology  (CHCT)  of  the  Agency  for  Health  Care  Policy  and  Research 
(AHCPR)  undertake  a  complete  review  of  available  evidence,  published  or  unpub- 
lished. Over  the  same  period  of  time,  the  National  Heart,  Lung  and  Blood  Institute 
(NHLBI)  also  became  interested  in  the  medical  issues  concerning  LVRS.  A  Septem- 
ber 1995  workshop  sponsored  by  NHLBI  called  for  controlled  studies.  In  April,  1996, 
the  CHCT  report  was  released.  Based  on  an  analysis  of  approximately  2800  patients 
from  27  institutions,  the  report  concluded  that  the  available  data  did  not  permit  a 
scientific  conclusion  regarding  the  risks  and  benefits  of  LVRS.  The  report  rec- 
ommended that  since  some  patients  appeared  to  benefit  in  the  short  run,  Medicare 
coverage  might  be  provided  within  a  controlled  clinical  study.  Later  that  month, 
HCFA  and  NHLBI  signed  an  agreement  to  participate  in  such  a  study.  As  part  of 
this  agreement,  NHLBI  would  design  and  fund  the  study  and  HCFA  would  provide 
reimbursement  for  the  medical  care  services  provided  to  Medicare's  beneficiaries  in 
the  study. 

The  clinical  study,  for  which  protocol  has  not  been  finalized,  may  include  as  many 
as  9000  patients.  The  study  represents  a  precedent  setting  cooperative  effort  be- 
tween the  nation's  largest  payer  and  its  premier  science  agency  for  research  on  pul- 
monary diseases  and  may  serve  as  a  model  for  future  assessments  of  important  new 
technologies.  Medicare  beneficiaries  will  be  provided  controlled  access  to  a  promising 
but  in  many  ways  unproven  procedure,  while  scientifically  valid  data  to  guide  future 
use  and  reimbursement  decisions  are  generated. 

As  is  true  for  many  new  technologies  in  the  U.S.  health  care  system,  many  parties 
are  interested  its  rapid  diffusion.  Emphysema  affects  millions  of  individuals  with 
substantial  disability,  morbidity  and  mortality.  LVRS  offers  hope  of  improved  qual- 
ity of  life  for  some  of  these  patients.  Because  of  the  potentially  large  number  of  pa- 
tients that  might  be  eligible  for  this  surgery,  there  is  also  a  considerable  financial 
interest  in  LVRS  on  the  part  of  providers  and  manufacturers.  Therefore,  it  is  under- 
standable that  there  would  be  questions  about  the  cautious  approach  to  LVRS  rep- 
resented by  the  clinical  study.  This  report  will  provide  comprehensive  answers  to 
such  questions.  It  provides  detailed  explanations  of  the  study,  an  assessment  of  re- 
cent data  concerning  LVRS  and  details  of  how  modifications  to  Medicare  coverage 
policy  will  be  made. 

What  Do  Recent  Published  Data  Suggest  About  the  Appropriate  Course  of 

Action  for  Medicare? 

We  reviewed  21  recently  published  articles  regarding  LVRS  for  this  report.  A  set 
of  evidence-based  criteria  for  systematic  review  was  applied,  including  examination 
of  study  design,  outcomes  measured  and  patient  follow-up.  In  addition,  we  examined 
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Medicare  databases  in  order  to  provide  supplemental  information  on  patients'  mor- 
bidity and  mortality  following  surgery. 

The  conclusion  from  this  review  is  essentially  the  same  as  that  of  the  AHCPR/ 
CHCT  assessment  and  an  assessment  for  the  American  Lung  Association.  While 
some  patients  appear  to  benefit  for  a  short  period  of  time  in  terms  of  selected  meas- 
ures of  lung  function  and  exercise  capacity,  the  most  critical  questions  concerning 
the  risks  and  benefits  of  LVRS  for  particular  patients  cannot  be  adequately  an- 
swered by  existing  data.  Indeed,  the  data  review  heightened  the  importance  of  pro- 
ducing scientifically  valid  evidence  concerning  the  durability  of  any  benefits  and 
mortality  during  a  reasonable  post-surgical  period.  Thus,  the  most  appropriate 
course  for  Medicare  on  behalf  of  its  beneficiaries  remains  the  cautious  and  scientific 
path  reflected  in  the  NHLBI/HCFA  clinical  study.  That  is,  the  data  suggest  enough 
potential  for  benefit  that  some  Medicare  coverage  should  be  provided,  but  only 
under  the  conditions  present  in  a  clinical  study  that  will  generate  the  medical  evi- 
dence needed  to  answer  critical  questions  about  the  value  of  this  surgery. 

These  conclusions  result  from  several  inherent  weaknesses  in  the  published  data 
concerning  LVRS.  First,  the  published  articles  present  case  series  data  rather  than 
evidence  from  clinical  studies.  While  the  authors  involved  should  be  commended  for 
reporting  outcomes  data,  case  series  are  generally  considered  as  a  weak  and  poten- 
tially misleading  form  of  evidence  concerning  the  effect  of  therapeutic  interventions. 
Moreover,  while  an  important  test  for  the  value  of  LVRS  will  be  its  risks  and  bene- 
fits over  a  reasonable  time  period — e.g.  1-2  years — most  available  studies  report  pa- 
tient experience  at  3  months.  In  addition,  the  majority  of  studies  measure  what  are 
considered  surrogates  for  the  patient  outcomes  of  interest.  Thus,  the  impact  of 
LVRS  on  quality  of  life,  use  of  medical  care  services  and  mortality  is  yet  to  be  deter- 
mined. 

In  addition  to  the  problem  of  these  data  being  available  for  a  relatively  short  time 
after  surgery,  an  important  issue  regarding  these  studies  is  that  a  substantial  num- 
ber of  patients  are  lost  to  follow-up.  This  problem  is  particularly  true  for  data  be- 
yond the  3  months  post-surgery  and  may  result  in  considerable  bias  for  reported 
outcomes.  The  most  comprehensive  study  examined  outcomes  at  6  and  12  months. 
Two-thirds  of  the  patients  could  be  followed  for  6  months  and  one-half  for  12 
months.  Of  those  that  could  have  been  followed  at  12  months,  26%  were  missing. 
The  study  reported  favorable  changes  in  some  outcome  measures  at  12  months.  To 
the  extent  that  such  numbers  of  missing  patients  differ  systematically  from  those 
that  can  be  followed  ,  any  reported  change  in  outcomes  may  be  due  to  such  selection 
bias  rather  than  any  effect  of  the  surgery. 

Finally,  analysis  of  Medicare  claims  raises  related  concerns.  Beginning  in  October 
1995,  a  specific  ICD-9  code  was  assigned  to  LVRS.  We  identified  711  claims  for 
LVRS  that  used  this  code  between  October  1995  and  January  1996.  Of  these  pa- 
tients, 26%  (185)  had  died  by  January  1997.  Moreover,  40%  are  hospitalized  post- 
surgery,  averaging  2.1  admissions  and  30  hospital  days  in  the  12  months  following 
the  surgery.  Sixteen  percent  of  the  patients  had  either  a  long  term  care  hospital  ad- 
mission (averaging  30  days)  or  a  rehabilitation  hospital  admission  (averaging  24 
days).  The  fact  that  LVRS  patients  are  a  high  risk  for  both  morbidities  requiring 
hospital  stays  and  mortality  during  the  post-surgical  period  requires  careful  exam- 
ination. In  particular,  the  controlled  study  will  allow  us  to  distinguish  between 
LVRS's  impact  on  these  measures,  and  the  impact  of  the  disease  itself. 

The  NHLBI/HCFA  Clinical  Study 

The  study  is  a  multi-center  clinical  trial  designed  to  determine  the  efficacy  of  two 
surgical  approaches  to  bilateral  lung  volume  reduction,  median  sternotomy  and 
video  assisted  thoracoscopy.  Efficacy  will  be  determined  with  regard  to  a  variety  of 
patient  outcomes  including  lung  function  measures,  exercise  tolerance,  medical  care 
service  use,  a  variety  of  quality  of  life  measures  and  mortality.  Eighteen  study  cen- 
ters, including  21  hospitals  has  been  chosen  for  the  study.  The  study  is  scheduled 
to  be  completed  in  5  years. 

Patients  will  be  randomized  to  either  of  two  surgical  groups  with  maximal  medi- 
cal therapy,  or  a  group  that  will  receive  only  maximal  medical  therapy.  Maximal 
medical  therapy  includes  state  of  the  art  medical  care  and  intensive  pulmonary  re- 
habilitation. The  randomized  design  is  chosen  for  two  reasons.  First,  current  data 
do  not  allow  for  a  conclusion  regarding  the  relative  risks  and  benefits  of  LVRS  or 
the  contribution  to  outcomes  of  maximal  medical  therapy.  Therefore,  there  should 
be  no  pre-disposal  as  to  the  preferred  course  of  treatment.  Second,  because  there 
is  no  existing  data  on  the  natural  history  for  this  group  of  patients,  many  of  the 
most  critical  questions  about  the  risks  and  benefits  of  LVRS  can  only  be  answered 
within  a  randomized  design. 
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The  final  study  protocol  is  being  determined  by  the  Executive  Steering  Committee 
comprising  the  principal  investigators  and  investigators  from  the  study's  coordina- 
tion center  is  expected  to  be  completed  by  the  end  of  May.  Patient  enrollment  will 
likely  begin  this  summer.  The  study  also  includes  a  Data  Safety  monitoring  Board 
(DSMB)  which  regularly  reviews  the  study  data.  If  at  any  time  the  DSMB  finds  that 
data  conclusive — that  is,  one  of  the  study  treatments  is  providing  clear  benefit  or 
harm — they  will  recommend  either  the  study  be  terminated  or  the  protocol  be  modi- 
fied. 

Future  Medicare  Coverage  Decision  and  the  Clinical  Study 

Soon  Medicare  reimbursement  for  LVRS  is  provided  only  within  the  context  of  the 
clinical  study.  However,  HCFA  is  committed  to  modifying  this  policy  rapidly  in  re- 
sponse to  new  and  scientifically  conclusive  data  regarding  LVRS.  The  explicit  con- 
tingencies for  modification  of  Medicare  coverage  are  part  of  the  agreement  between 
HCFA  and  NHLBI. 

First,  current  coverage  is  conditioned  on  the  study  protocol  and  changes  automati- 
cally in  response  to  study  design  and  analysis  of  evidence.  The  initial  protocol  re- 
quired approximately  1300  patients  each  in  surgery  and  maximal  medical  therapy. 
These  patients  are  expected  to  be  enrolled  within  18  to  24  months  of  the  implemen- 
tation of  the  study.  Unless  the  data  demonstrate  harmful  effects,  Medicare  coverage 
will  be  continued  in  a  manner  consistent  with  the  evidence.  More  importantly, 
Medicare  will  respond  immediately  to  any  finding  of  conclusive  evidence  by  the 
DSMB  and  NHLBI.  For  example,  if  the  DSMB  were  to  recommend  and  NHLBI 
agree  that  some  group  of  patient  were  achieving  a  clear  benefit  from  LVRS,  cov- 
erage would  be  expanded.  Depending  on  the  evidence,  such  expansions  might  take 
place  in  the  study  centers,  or  new  criteria  established  for  its  provision  in  hospitals 
outside  of  the  study.  Likewise,  a  finding  of  clear  ineffectiveness  or  harm  for  some 
patients  would  trigger  a  noncoverage  policy  targeted  to  that  group. 

Conclusion 

We  believe  that  the  scientific,  yet  flexible  approach  to  coverage  of  LVRS  outlined 
in  this  report  remains  the  appropriate  policy  course  for  Medicare.  HCFA  strives  to 
assure  access  to  safe  and  effective  services  for  Medicare  beneficiaries,  while  not  pro- 
viding reimbursement  for  ineffective  and  harmful  services.  Despite  a  number  of  pub- 
lished articles  regarding  LVRS,  a  scientific  conclusion  concerning  the  relative  risks 
and  benefits  of  these  procedures  cannot  be  made  from  existing  data.  By  providing 
coverage  within  the  clinical  study,  Medicare  is  making  a  precedent  setting  effort  to 
provide  controlled  assess  to  a  promising,  yet  unproven  procedure  while  assuring 
that  the  needed  medical  evidence  is  created. 


Chairman  Thomas.  Thank  you,  Mr.  Vladeck. 
Dr.  Eisenberg. 

STATEMENT  OF  JOHN  M.  EISENBERG,  M.D.,  ADMINISTRATOR, 
AGENCY  FOR  HEALTH  CARE  POLICY  AND  RESEARCH 

Dr.  Eisenberg.  Thank  you,  Mr.  Chairman.  Good  afternoon,  Mr. 
Chairman,  and  Members  of  the  Subcommittee.  It  is  a  pleasure  to 
join  you  today  in  my  first  full  week  as  the  new  Administrator  of 
the  Agency  for  Health  Care  Policy  and  Research,  AHCPR.  I  enjoyed 
my  work  for  you  as  Chairman  of  the  Physician  Payment  Review 
Commission,  and  I  look  forward  to  continuing  to  work  with  you  in 
the  years  to  come. 

I  know  that  this  Subcommittee  knows  well  that  there  are  gaps 
in  our  knowledge  about  medical  effectiveness  and  that  these  gaps 
lead  to  wide  variations  in  coverage  and  wide  variations  in  the  use 
of  health  care  services.  For  example,  the  rate  of  prostate  biopsy  in 
Dallas  is  30  per  1,000  Medicare  beneficiaries,  whereas  in  McAllen, 
Texas,  the  rate  is  8  per  1,000,  less  than  one-third  the  rate  in  Dal- 
las. Which  is  better?  We  need  to  know. 
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Mr.  Chairman,  I  want  to  make  two  points  at  the  outset  about 
technology  assessment.  The  first  one  is  that  when  we  refer  to  tech- 
nology, we  are  not  only  referring  to  expensive  or  high-tech  services 
like  lung  volume  reduction  surgery.  We  are  also  referring  to  the 
vast  array  of  what  is  called  little-ticket  technologies,  like  pap 
smears,  lab  tests.  The  use  of  these  technologies  can  add  up  to  big 
expenses,  but  in  the  long  run,  some  of  them  can  also  save  money. 

For  example,  an  AHCPR-funded  research  project  indicated  that 
the  use  of  low-tech  strategies  to  prevent  pressure  ulcers  could,  in 
just  two  States,  New  Hampshire  and  Vermont,  save  Medicare  more 
than  $1  million  annually. 

A  second  point  is  that  as  the  variation  in  prostate  biopsies  sug- 
gests, there  is  a  need  for  more  scientific  information  that  is  related 
to  the  appropriate  use  of  technology  and  that  that  does  not  end  just 
with  the  decision  about  coverage.  Even  when  coverage  is  not  an 
issue,  clinicians  and  patients  need  the  latest  scientific  information 
to  determine  whether  a  procedure  is  appropriate,  for  which  pa- 
tients, and  when  in  the  course  of  their  disease. 

The  evaluation  of  lung  volume  reduction  surgery  is  a  good  exam- 
ple of  how  we  can  respond  to  this  need  for  evidence  about  what 
works  in  medical  care.  Unless  we  address  the  need  for  this  type  of 
scientific  evidence  on  the  benefits  and  on  the  costs  of  medical  tech- 
nology, I  am  concerned  that  we  run  the  risk  that  future  efforts  to 
contain  health  care  spending  will  not  be  informed  about  the  effec- 
tiveness of  these  new  services  and  could,  in  fact,  inhibit  innovation. 

Let  me  comment  briefly  on  the  role  of  the  Agency  for  Health 
Care  Policy  and  Research  in  providing  the  scientific  information 
that  is  used  in  making  informed  decisions,  not  only  about  coverage 
but  also  about  the  best  way  to  use  covered  services. 

First,  this  agency  conducts  and  supports  research  on  the  effec- 
tiveness and  the  cost  effectiveness  of  services,  like  prostate  disease. 

Second,  we  conduct  and  we  support  research  on  involving  pa- 
tients in  these  treatment  choices.  For  example,  an  AHCPR  research 
project  developed  something  called  a  "shared  decisionmaking  pro- 
gram" which  includes  a  video  disk  for  use  by  patients  who  have 
prostatic  enlargement.  It  helps  them  to  make  informed  choices 
among  the  options  that  are  available  to  them,  and  pilot  studies 
have  shown  that  these  patients,  in  fact,  choose  surgery  less  often. 

Third,  we  conduct  and  we  support  research  on  medical  informa- 
tion technologies,  like  CHESS,  which  is  the  Comprehensive  Health 
Enhancement  Support  System.  This  is  a  system  developed  by  re- 
searchers at  the  University  of  Wisconsin  that  enables  patients  to 
make  decisions  about  the  services  that  they  need  and  to  under- 
stand their  diseases  better.  This  has  resulted  in  these  patients  hav- 
ing lower  health  care  costs  and  fewer  and  shorter  hospitalizations. 

Fourth,  we  conduct  and  we  support  research  to  improve  the 
methodology  to  assess  technology.  For  example,  AHCPR  supports 
the  development  of  outcomes  and  effectiveness  measures,  like  an 
index  for  a  visual  function  impairment  in  patients  who  have  cata- 
racts. 

And  fifth,  this  summer,  we  will  fund  about  10  evidence-based 
practice  centers  around  the  country  that  will  provide  public  and 
private  organizations  with  scientific  information  that  will  help 


19 


them  to  improve  the  quality,  effectiveness,  and  the  appropriateness 
of  clinical  practice. 

Mr.  Chairman,  from  my  personal  research  before  entering  gov- 
ernment last  week  and  from  AHCPR's  experience  in  technology  as- 
sessment, I  think  we  face  a  number  of  important  challenges.  Let 
me  mention  three. 

First,  both  the  public  and  private  sectors  need  to  devote  more  re- 
sources to  technology  assessment,  which,  in  the  long  run,  can  en- 
hance the  quality  of  medical  care  and  give  us  more  value  for  our 
limited  dollars. 

Second,  the  results  of  this  technology  assessment  must  be  in  the 
public  domain  so  that  all  potential  users  of  this  technology  or  this 
service  can  be  informed,  especially  patients  and  those  small  health 
plans  who  do  not  have  the  resources  or  the  ability  to  do  the  re- 
search themselves. 

And  third,  we  need  collaboration,  collaboration  between  plans, 
the  scientific  community,  and  the  developers  of  these  innovative 
technologies  to  collect  data  on  patient  outcomes  and  costs  and  to 
use  the  best  scientific  methods  available,  particularly  randomized 
control  trials. 

Mr.  Chairman,  I  believe  that  increased  collaboration  between  the 
public  and  the  private  sectors  is  critical  to  ensure  that  we  increase 
innovation  while  at  the  same  time  maintain  high  quality  and  value 
in  our  health  care  system.  I  think  we  can  build  the  evidence  and 
the  science  base  to  provide  both  the  public  and  the  private  sectors 
with  timely  and  accurate  science-based  information  to  help  patients 
and  clinicians  make  informed  coverage  and  utilization  decisions. 

Thank  you. 

[The  prepared  statement  follows:] 

Statement  of  John  M.  Eisenberg,  M.D.,  MBA,  Administrator,  Agency  for 
Health  Care  Policy  and  Research 

Introduction 

Good  Afternoon  Mr.  Chairman  and  members  of  the  Subcommittee.  It  is  a  pleasure 
to  appear  before  the  Subcommittee  in  my  first  full  week  as  the  new  Administrator 
of  the  Agency  for  Health  Care  Policy  and  Research  (AHCPR).  I  enjoyed  my  work 
for  you  as  Chair  of  the  Physician  Payment  Review  Commission,  and  I  look  forward 
to  working  with  you  in  the  years  to  come.  I  especially  want  to  thank  you  for  giving 
me  the  opportunity  today  to  address  the  issue  of  evaluation  science  and  how  it  re- 
lates to  coverage  decisions  in  our  health  care  system. 

Market  forces  have  spawned  unprecedented  changes  in  our  health  care  system. 
The  health  care  market  today  is  characterized  by  intense  price  competition,  with 
purchasers  demanding  greater  accountability  and  value.  These  pressures  are  lead- 
ing health  plans  and  facilities  to  give  increasing  scrutiny  to  capital  investments  and 
decisions  to  cover  new  medical  procedures  or  services.  In  an  atmosphere  of  con- 
strained resources,  it  is  hardly  surprising  that  we  are  facing  increasing  demands  to 
prove  that  we  are  getting  real  value  for  the  health  care  dollars  we  spend.  Unfortu- 
nately, decision  makers  often  lack  the  scientific  evidence  on  effectiveness  that  would 
help  them  judge  the  relative  value  of  alternative  health  technologies. 

One  result  of  our  shortage  of  scientific  evidence  is  our  health  care  system's  wide 
variation  in  use  of  services.  Often,  this  occurs  when  there  is  ambiguity  on  the  effec- 
tiveness of  the  procedure  or  service.  There  is  also  variation  in  what  services  are  cov- 
ered. For  example,  a  recent  study  on  laser  therapy  demonstrated  that  there  is  sub- 
stantial variation  in  coverage  on  new  technologies.  A  1994  General  Accounting  Of- 
fice Report  found  substantial  variability  among  Medicare  carriers  with  respect  to  de- 
nial rates  for  services  screened  for  medical  necessity  (GAO  Report,  1994). 

Variation  also  exists  in  medical  practice  among  states  and  local  jurisdictions.  For 
example,  the  rate  of  prostate  biopsy  in  Dallas,  Texas  is  29.6  per  thousand  of  Medi- 
care enrollees,  compared  to  McAllen,  Texas  where  it  is  8.3  per  thousand  of  Medicare 
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enrollees  (Wennberg,  1996).  Health  services  research  has  shown  that  these  dif- 
ferences can  be  attributed  in  large  part  to  a  lack  of  knowledge  regarding  the  efficacy 
and  effectiveness  of  medical  technologies,  (Steiner,  1996  &  1997).  A  study  examining 
the  high  variability  in  the  use  of  electroconvulsive  therapy  found  that  a  primary 
cause  was  the  lack  of  knowledge  regarding  the  effectiveness  of  the  procedure  (Her- 
mann RC,  1995). 

Another  consequence  of  inadequate  evidence  on  effectiveness  is  that  old  tech- 
nologies linger  even  when  they  have  been  surpassed  by  better  ones.  In  1989,  I  pub- 
lished a  study  that  examined  old  and  new  technologies  in  hospitals  and  found  that 
new  technologies  did  not  replace  older  technologies,  but  were  simply  added  to  the 
hospital  regimen.  For  example,  we  found  only  a  small  reduction  in  one  older  tech- 
nology, oral  cholecystogram,  after  the  introduction  of  a  new  and  clearly  better  tech- 
nology, gallbladder  ultrasound  (Eisenberg,  1989). 

The  lack  of  scientific  evidence  on  the  effectiveness  of  medical  procedures  and  tech- 
nologies is  troublesome:  it  complicates  the  treatment  decisions  physicians  and  pa- 
tients face,  makes  it  difficult  for  plans  to  make  appropriate  coverage  decisions,  and 
can  lead  to  appeals  of  coverage  decisions  in  court. 

Technology  and  the  Cost  of  Medical  Care 

Mr.  Chairman,  let  me  make  two  points  at  the  outset.  First,  when  I  refer  to  tech- 
nology, I  am  not  only  referring  to  expensive  high-technology  devices  such  as  mag- 
netic resonance  imaging,  but  also  to  the  vast  array  of  "little  ticket"  technologies, 
such  as  pap  smears  and  other  common  medical  procedures  and  services.  These 
small-cost  technologies  can  add  up  to  big  expenses.  For  example,  an  AHCPR  funded 
recommendation  for  preventing  pressure  ulcers  led  to  the  finding  that  use  of  low- 
tech  treatments  for  pressure  ulcers  could,  in  just  two  states,  New  Hampshire  and 
Vermont,  result  in  Medicare  savings  of  over  $1  million  annually. 

Second,  as  my  earlier  prostate  example  suggests,  the  need  for  scientific  informa- 
tion related  to  the  appropriate  use  of  technology  does  not  end  with  a  medical  cov- 
erage decision.  Even  when  medical  coverage  is  not  an  issue,  clinicians  and  patients 
need  the  latest  scientific  information  to  determine  whether  the  procedure  or  service 
is  appropriate  in  each  specific  instance.  They  need  to  balance  carefully  the  risks  and 
benefits  of  every  medical  intervention  and  any  alternatives  for  each  individual  pa- 
tient's circumstances. 

This  is  critically  important  because  there  is  a  growing  body  of  scientific  research 
that  demonstrates  that  patients  often  receive  services  that  are  not  clinically  indi- 
cated. For  example,  researchers  at  the  RAND  Corporation  found  that  up  to  30%  of 
patients  whose  medical  records  they  reviewed  received  medical  procedures  that  were 
not  appropriate  when  measured  against  rigorous  clinical  standards  established  by 
experts.  They  also  concluded  that  the  appropriateness  of  another  10%  of  procedures 
was  equivocal  (RAND  Studies).  Other  researchers  have  estimated  that  only  20%  of 
technologies  now  used  in  the  practice  of  medicine  have  been  specifically  evaluated 
(OTA  Report,  1994). 

When  medical  technology  is  used  appropriately,  it  can  improve  health,  and  in 
some  instances,  reduce  costs.  For  example,  in  1991,  AHCPR  conducted  a  technology 
assessment  on  laparoscopic  cholecystectomy  on  behalf  of  Health  Care  Financing  Ad- 
ministration (HCFA).  Based  on  AHCPR's  recommendations,  HCFA  covered  this  pro- 
cedure, which  has  subsequently  resulted  in  reduced  hospital  length  of  stays.  This 
finding  is  borne  out  in  a  recent  study  funded  by  AHCPR,  in  which  patients  with 
laparoscopic  cholecystectomies  had  hospital  stays  that  were  one-third  less  than 
those  who  underwent  the  standard  surgical  procedure. 

Another  example  is  AHCPR's  assessment  of  routine  laboratory  tests  in  end  stage 
renal  disease  (ESRD)  for  patients  undergoing  dialysis.  In  1994,  there  were  200,000 
individuals  receiving  dialysis  at  a  cost  of  $7  billion  annually.  An  AHCPR  health 
technology  review  found  that  there  was  little  scientific  data  to  support  the  routine 
use  of  some  of  the  tests  performed  in  patients  undergoing  dialysis.  Clearly,  millions 
of  dollars  can  be  attributed  to  the  cost  of  testing — some  of  which  is  unnecessary. 

At  the  same  time,  technology  can  increase  costs.  Excessive  and  inappropriate  use 
of  new  drugs,  devices,  and  other  services  is  driven  by  many  causes — economic  incen- 
tives for  physicians  and  hospitals,  the  practice  of  defensive  medicine,  and  insurance 
systems  that  pay  for  technological  interventions  more  generously.  Poor  understand- 
ing concerning  the  effectiveness  and  outcomes  of  medical  technology  is  also  a  con- 
tributing factor. 

Another  problem  is  the  use  of  ineffective  technology,  which  can  raise  costs  but  not 
improve  patient  outcomes.  Also,  the  rapid  rate  of  development  and  diffusion  of  new 
and  promising  technologies  often  means  that  timely  data  are  not  available  to  make 
a  scientific  judgment  regarding  their  effectiveness.  A  recent  study  found  that  a  ma- 
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jority  of  medical  directors  of  health  plans  cited  the  lack  of  timely  data  on  the  safety, 
effectiveness,  and  cost-effectiveness  as  the  major  barrier  to  establishing  optimal  cov- 
erage decisions.  As  a  result,  we  need  to  develop  innovative  approaches  to  acquire 
the  necessary  data  (Steiner,  1996). 

AHCPR's  technology  assessment  on  lung  volume  reduction  surgery  (LVRS)  is  a 
case  in  point.  This  technology  assessment  concluded  that  there  was  insufficient  evi- 
dence on  which  to  make  a  scientific  judgment  regarding  the  effectiveness  of  LVRS. 
AHCPR  recommended  that  coverage  be  granted  within  the  scope  of  a  clinical  trial, 
which  is  now  being  conducted  by  the  National  Institutes  of  Health.  AHCPR  is  sup- 
porting the  cost-effectiveness  component  of  that  trial.  It  is  significant  that  this  study 
will  also  include  measures  of  patient  preferences  and  of  quality  of  life,  because  the 
role  of  these  factors  are  an  important  component  of  the  scientific  knowledge  we  hope 
to  derive.  It  is  our  hope  that  the  collaborative  efforts  between  the  NIH  and  AHCPR 
will  yield  the  information  needed  to  make  an  informed  coverage  decision  on  LVRS. 

Another  mechanism  that  should  be  explored  as  a  complement  to  clinical  trials  to 
evaluate  technologies  is  the  "Centers  of  Excellence"  approach  that  was  used  in  cov- 
erage of  cardiac  transplants.  These  Centers  are  defined  by  having  a  demonstrated 
expertise  in  performing  a  given  procedure  or  technology.  Additionally,  patients  are 
registered  and  outcomes  and  effectiveness  data  are  collected  throughout  the  episode 
of  care  to  help  further  refine  the  technology  or  procedure  being  performed. 

Working  Together 

Approaches  involving  cooperation  between  an  insurer  (in  this  case,  Medicare),  the 
scientific  community,  and  advocates  of  new  technology  will  become  increasingly  es- 
sential in  the  years  ahead.  Unless  we  address  the  need  for  solid,  scientific  evidence 
on  the  benefits  and  costs  of  medical  technology,  we  run  the  risk  that  future  efforts 
to  contain  health  care  spending  will  inhibit  innovation.  This  could  mean  that  better 
technology — even  more  cost-effective  technology — will  not  be  developed,  and  Amer- 
ican leadership  of  a  global  industry  could  be  lost. 

The  role  of  the  government  is  pivotal  in  this  regard.  It  is  the  largest  purchaser 
and  provider  of  health  care  services,  accounting  for  at  least  45%  of  all  health  care 
spending.  For  some  procedures  federal  dollars  account  for  the  lion's  share  of  expend- 
itures. For  example,  Medicare  and  Medicaid  expenses  for  coronary  artery  bypass 
graft  procedures  exceed  $8.7  billion  and  represent  56%  of  the  total  expenditures  for 
this  procedure  (AHCPR,  1992).  As  a  purchaser  of  medical  care,  the  federal  govern- 
ment has  a  compelling  interest  in  technology  assessment  and  those  decisions  need 
to  be  based  on  the  best  scientific  information  available. 

Through  the  work  of  the  National  Institutes  of  Health  and  AHCPR,  the  federal 
government  also  helps  to  build  the  underlying  research,  the  basic  science  for  techno- 
logical innovation  and  its  assessment.  In  addition  to  conducting  technology  assess- 
ments for  HCFA  and  the  Department  of  Defense,  AHCPR  supports  work  that  is  crit- 
ical to  the  field  of  technology  assessment,  such  as: 

•  the  effectiveness  and  cost-effectiveness  of  alternative  treatments  and  services 
provided  in  community  settings  (including  stroke  and  cardiovascular  disease,  pros- 
tate disease,  diabetes,  and  pneumonia  and  other  common  conditions); 

•  research  on  the  functional  outcomes  of  treatments  for  patients  and  the  impor- 
tance of  involving  patients  in  treatment  choice.  For  example,  an  AHCPR  research 
project  developed  a  "Shared  Decision  Making  Program,"  which  included  an  inter- 
active videodisc  for  use  in  helping  patients  with  benign  prostatic  hyperplasia  make 
informed  choices  among  treatment  options.  Pilot  studies  have  shown  that  patients 
who  view  the  vidoeodisc  choose  surgery  less  often  than  other  patients; 

•  the  development  of  medical  information  technologies  such  as  computerized  pa- 
tient records,  computerized  decision  support  systems,  hospital  and  ambulatory  care 
data  systems  that  provide  the  ability  to  conduct  this  research  while  providing  addi- 
tional resources  to  clinicians.  For  example,  an  AHC PR-supported  study  found  that 
AIDS  patients  who  use  the  Comprehensive  Health  Enhancement  Support  System 
(CHESS)  had  fewer  visits  to  doctors  office,  or  spent  17%  less  time  in  doctors'  offices. 
These  patients  have  lower  health  care  costs  and  fewer  and  shorter  hospitalizations. 
AIDS  patients  using  CHESS  had  20%  lower  treatment  costs  overall;  and 

•  research  to  improve  the  methodology  underlying  technology  assessment.  For  ex- 
ample, AHCPR  supports  the  development  of  outcomes  and  effectiveness  measures 
such  as  the  "VF-14,"  an  index  of  functional  impairment  in  patients  with  cataracts. 
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Our  research  demonstrates  that  technology  assessments,  done  scientifically1  can 
provide  the  infrastructure  to  help  reduce  practice  variation  and  to  allow  for  in- 
formed decision  making.  This  summer  we  will  implement  our  new  Evidence-Based 
Practice  Center  program  through  which  we  will  provide  public  and  private  sector 
organizations  with  scientific  information  to  improve  the  quality,  effectiveness,  and 
appropriateness  of  clinical  practice.  The  Centers'  evidence  reports  will  provide  criti- 
cal evaluations  of  the  available  scientific  literature  regarding  clinical  interventions 
and  technologies.  The  topics  for  the  evidence  reports  will  be  selected  from  nomina- 
tions by  the  private  and  public  sectors.  With  the  support  of  the  Appropriations  Com- 
mittees, we  have  set  aside  funds  for  this  effort  and  will  fund  about  10  evidence 
based  practice  centers  this  summer.  The  Centers  will  better  enable  AHCPR  to  serve 
as  a  "science  partner"  for  both  the  public  and  private  sector.  These  reports  will  also 
assist  HCFA,  DoD,  VA,  states,  and  private  sector  purchasers  to  make  informed  deci- 
sions on  the  effectiveness  or  appropriateness  of  specific  health  care  technologies. 

Next  Steps 

Mr.  Chairman,  from  my  work  in  the  area  of  technology  assessment  and  the  expe- 
rience of  AHCPR  in  technology  assessment,  I  conclude  that  we  face  a  number  of  im- 
portant challenges  in  this  area: 

•  Both  the  public  and  private  sector  need  to  devote  more  resources  to  technology 
assessment.  Choices  are  being  made  everyday  in  the  health  care  system.  These 
choices  run  the  risk  of  being  determined  solely  by  cost  considerations,  unless  we  as- 
sure that  the  scientific  evidence  is  available  to  make  informed  decisions.  Failure  to 
address  this  will  put  medical  innovation  at  risk.  It  is  interesting  to  note  that,  as 
a  proportion  of  national  health  care  expenditures,  total  funding  for  technology  as- 
sessment in  other  nations  is  18  to  160  times  higher  than  in  the  U.S.  For  example, 
technology  assessment  expenditures  in  France  are  22  times  higher,  (Holohan,  Lan- 
cet 1996)  despite  the  fact  that  its  population  is  2  times  greater  than  the  Medicare 
population  alone. 

•  The  results  of  technology  assessments  need  to  be  in  the  public  domain  so  that 
all  potential  users  of  the  technology  or  service  can  be  informed.  The  important 
methodological  details  of  publicly  funded  research  are  by  definition  available  to  all 
those  interested  in  how  results  were  reached.  Interested  parties  may  include 
patients/consumers,  providers,  plans,  and  providers.  The  same  access  may  not  be 
granted  for  research  done  for  proprietary  reasons.  Additionally,  small  firms  such  as 
biotechnology  start-ups,  may  not  have  the  resources  to  conduct  effective  outcomes 
studies  alongside  their  basic  science  and  clinical  investigations. 

•  We  need  creative  collaborations  between  plans,  the  scientific  community,  and 
developers  of  innovative  technology  to  collect  data  on  patient  outcomes  and  costs. 
Without  better  approaches  to  securing  these  data  in  timely  manner,  we  will  never 
be  able  to  assure  that  medical  coverage  decisions  are  based  on  science  rather  than 
economics.  We  can't  ignore  patients  in  this  mix.  One  of  their  concerns  is  that  cost 
may  limit  their  access  to  the  latest  medical  technology.  The  President's  Advisory 
Commission  on  Consumer  Protection  and  Quality  in  the  Health  Care  Industry,  on 
which  I  serve  as  deputy  chair,  is  likely  to  address  this  issue  as  it  develops  a  pa- 
tient's bill  of  rights. 

•  We  have  a  responsibility  to  provide  the  latest  scientific  information  on  tech- 
nologies to  clinicians  and  patients  as  well  as  to  those  making  coverage  decisions. 
This  information  is  critical  to  the  appropriate  use  of  technology  in  day-to-day  prac- 
tice. There  already  is  a  lot  of  health  related  information  in  the  public  domain 
through  the  Internet  and  popular  media.  Unfortunately,  much  of  it  is  conflicting  and 
anecdotal.  Patients  need  unbiased  science-based  information  to  help  them  make  bet- 
ter health  care  decisions  in  consultation  with  their  doctors. 

Mr.  Chairman,  I  believe  that  increased  collaboration  between  the  public  and  pri- 
vate sector  is  critical  to  ensure  that  we  increase  innovation,  while  at  the  same  time 
maintain  high  quality  and  value  in  our  health  care  system.  By  doing  this,  we  can 
build  the  evidence  and  science  base  to  provide  the  public  and  private  sector  with 
timely,  accurate,  science-based  information  to  make  informed  coverage  decisions. 


1  Technology  Assessment  Criteria:  Use  of  an  explicit  and  defined  process;  Careful  selection  and 
definition  of  the  topic;  Public  participation;  Comprehensive  search  for  the  highest  quality  evi- 
dence available;  Review  and  rating  of  the  evidence;  Use  of  analytic  techniques  appropriate  to 
the  level  of  evidence  found;  Review  of  the  draft  assessment  both  by  experts  and  potential  users; 
Update  of  the  assessment  when  appropriate;  Evaluation  of  the  process  and  its  results. 
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Chairman  Thomas.  Thank  you  very  much,  Doctor. 
Dr.  Lenfant. 

STATEMENT  OF  CLAUDE  LENFANT,  M.D.,  DIRECTOR, 
NATIONAL  HEART,  LUNG,  AND  BLOOD  INSTITUTE, 
DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES, 
NATIONAL  INSTITUTES  OF  HEALTH 

Dr.  Lenfant.  Thank  you  very  much,  Mr.  Chairman. 

I  am  pleased  to  have  the  opportunity  needed  to  address  the  Sub- 
committee and  to  share  our  views  on  lung  volume  reduction  sur- 
gery, or  LVRS.  This,  as  you  well  know,  is  a  much  debated  issue 
among  the  medical  community. 

The  Institute  became  involved  in  early  1995  when  members  of 
that  community  approached  us  with  their  concerns  about  the  in- 
creasing use  of  this  procedure  despite  the  fact  that  its  effectiveness 
had  not  been  demonstrated.  This  led  to  a  consensus  workshop  that 
recommended  a  randomized  study  to  rigorously  assess,  first,  the  ef- 
fectiveness of  the  procedure,  and  then  which  patients  would  benefit 
from  it. 

Through  its  own  process,  HCFA  reached  a  similar  conclusion.  It 
approached  us,  and  we  agreed  to  join  forces  to  conduct  the  study 
which  is  now  ongoing. 

With  this  background,  I  would  like  to  make  four  points  about 
clinical  trials  in  general  and  this  one  in  particular.  First,  we  be- 
lieve the  LVRS  trial  to  be  not  only  appropriate,  but  necessary,  to 
give  both  patients  and  their  physicians  the  information  they  need 
to  make  informed,  intelligent  decisions  about  treatment  of  end- 
stage  emphysema.  History,  Mr.  Chairman,  is  full  of  promising 
treatments,  medical  and  surgical,  that  when  evaluated  under  con- 
trolled conditions,  failed  to  live  up  to  expectations  of  benefits  and, 
in  some  cases,  caused  harm. 
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Second,  we  consider  a  randomized  clinical  trial  the  only  way  to 
answer  the  question  of  whether  LVRS  helps  or  harms  patients. 
Simply  comparing  patients  before  and  after  treatment  ignores  the 
possibility  that  factors  other  than  the  operation  may  have  come 
into  play. 

Third,  as  with  all  clinical  trials  considered  by  the  National  Insti- 
tutes of  Health,  the  data  will  be  continuously  scrutinized  by  an 
independent  scientific  board  called  a  Data  Safety  and  Monitoring 
Board,  or  DSMB.  I  should  underscore  that  the  board  will  be  inde- 
pendent from  the  investigators  and  independent  from  the  agency. 

As  part  of  its  review  of  the  protocol  before  the  trial  begins,  the 
DSMB  will  examine  all  available  data  on  LVRS  to  ensure  that  the 
protocol  is  valid  in  terms  of  what  is  known  today.  If  the  board  con- 
cludes that  an  identifiable  subset  of  patients  clearly  benefits  from 
LVRS,  the  DSMB  can  and  will  recommend  that  the  criteria  for 
entry  into  the  trial  be  modified  accordingly. 

The  DSMB  can  also  recommend  changes  in  the  protocol,  even 
after  it  is  underway,  if  data  show  that  a  certain  group  of  patients 
is  highly  likely  to  benefit  from  the  surgery.  The  DSMB  has  the 
power  to  recommend  early  termination  of  the  trial  if  the  data  show 
a  clear  benefit  or  risk  from  the  intervention.  In  this  regard,  you 
may  have  seen  a  couple  of  days  ago  an  announcement  in  the  Wash- 
ington Post  on  the  termination  of  a  clinical  trial  regarding  a  proce- 
dure for  heart  disease,  which  was  more  effective  than  the  other 
procedures. 

Fourth  and  last,  Mr.  Chairman,  I  would  like  to  underscore  that 
a  trial  is  the  fastest,  most  efficient,  and  most  accurate  way  to  pro- 
vide the  information  we  need.  Without  it,  billions  of  health  care 
dollars  may  be  spent,  tens  of  thousands  of  patients  may  be  exposed 
to  the  risk  of  an  unproven  treatment,  and  the  value  of  LVRS  will 
forever  remain  in  doubt. 

So  to  conclude,  Mr.  Chairman,  in  our  views,  this  is  not  an  issue 
of  rationing  or  limiting  access  to  a  procedure.  This  is  to  establish 
that  patients  are  not  exposed  to  an  unnecessary  risk. 

Thank  you  very  much.  I  will  be  pleased  to  answer  your  ques- 
tions. 

[The  prepared  statement  follows:] 

Statement  of  Claude  Lenfant,  M.D.,  Director,  National  Heart,  Lung,  and 
Blood  Institute,  Department  of  Health  and  Human  Services,  National 
Institutes  of  Health 

I  am  pleased  to  have  this  opportunity  to  address  some  questions  that  have  arisen 
regarding  lung  volume  reduction  surgery  (LVRS)  and  the  Lung  Volume  Reduction 
Clinical  Trial  supported  by  the  National  Heart,  Lung,  and  Blood  Institute  (NHLBI) 
and  the  Health  Care  Financing  Administration  (HCFA).  Today,  I  would  like  to  tell 
you  exactly  why  the  NHLBI  got  involved  with  the  LVRS  issue;  why  a  randomized 
trial  is  the  only  valid  way  to  determine  the  benefits  and  risks  of  LVRS  to  patients; 
why  such  information  is  critical  to  patient  decision-making;  and  why  the  approach 
adopted  by  the  NHLBI  is  the  fastest,  most  efficient,  and  most  accurate  way  to  pro- 
vide that  information. 

Why  is  the  NHLBI  Involved? 

In  early  1995,  members  of  the  medical  community  discussed  with  the  NHLBI 
widespread  concerns  that  hundreds  of  patients  were  receiving  LVRS  despite  the  fact 
that  its  effectiveness  had  never  been  established.  The  only  results  we  had  were  pre- 
liminary, nothing  was  known  about  the  long-term  outcome,  and  no  scientific  evi- 
dence was  available  to  indicate  which  patients  might  benefit  from  the  operation. 
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In  response  to  these  concerns,  the  NHLBI  convened  a  workshop  in  September 
1995  to  elicit  the  views  of  experts  in  pulmonary  medicine,  thoracic  surgery,  physiol- 
ogy, outcomes  assessment,  quality-of-life  evaluations,  and  statistics  on  LVRS.  They 
concluded  that  although  LVRS  was  a  promising  procedure,  it  "must  be  evaluated 
in  a  scientific,  coordinated,  and  cooperative  fashion."  They  recommended  that  the 
NHLBI  "develop  a  mechanism  for  funding  data  collection  and  analysis  from  a  multi- 
center  study"  and  that  "a  randomized  study  with  a  controlled  nonsurgical  arm  ideal- 
ly should  be  undertaken  to  evaluate  the  procedure  critically."  Thus,  by  the  time 
HCFA  approached  us,  the  NHLBI  was  already  firmly  convinced  that  a  critical  eval- 
uation of  LVRS  was  scientifically  indicated  and  essential. 

The  preponderance  of  professional  opinion  supported  the  NHLBI  in  this  view. 
Moreover,  the  American  Thoracic  Society,  the  medical  section  of  the  American  Lung 
Association,  adopted  a  position  paper  on  LVRS  in  May  1996,  stating  "the  conduct 
of  clinical  trials,  preferably  in  a  controlled,  randomized  fashion,  is  urgently  needed." 

Why  a  Randomized  Trial? 

A  randomized  clinical  trial  is  the  only  way  to  answer  the  question  of  whether 
LVRS  helps  or  harms  patients.  In  the  absence  of  such  a  trial,  we  have  no  idea 
whether  this  operation  represents  an  improvement  over  current  treatments  and 
whether  it  has  unacceptable  risks.  To  date,  LVRS  has  been  performed  on  a  very  se- 
lect group  of  patients  (only  10  to  30  percent  of  patients  referred  for  the  procedure 
are  considered  suitable  for  the  surgery),  and  we  do  not  know  how  they  would  have 
fared  without  surgery.  Simply  comparing  patients  before  and  after  treatment  ig- 
nores the  possibility  that  factors  other  than  the  operation  may  have  come  into  play. 
Only  a  randomly  selected  control  group  allows  evaluation  of  the  true  effect  of  the 
treatment. 

Our  experience  has  demonstrated  the  importance  of  a  control  group  time  and  time 
again.  It  was  impressively  illustrated  in  the  NHLBI  Cardiac  Arrhythmia  Suppres- 
sion Trial  (CAST).  That  study  was  designed  to  assess  the  effects  of  antiarrhythmic 
drugs,  since  heart  arrhythmias  are  associated  with  a  several-fold  increase  in  death 
rate  after  heart  attack.  Although  the  drugs  did,  indeed,  suppress  the  arrhythmias, 
they  were  also  associated  with  higher  death  rates  compared  to  placebo.  Results  were 
so  dramatic  that  the  trial  was  terminated  early.  The  surprising  increase  in  mortal- 
ity would  not  have  been  apparent  if  the  investigators  had  not  included  a  control 
group  that  had  received  a  placebo. 

Experts  on  clinical  trials  overwhelmingly  agree  that  control  groups  are  the  best 
way  to  avoid  incomplete  or  misleading  conclusions.  A  control  group  allows  for  reli- 
able detection  of  subtle  or  subjective,  out  nevertheless  important,  treatment  effects 
such  as  quality  of  life.  If  the  effect  of  the  treatment  is  large,  then  a  control  group 
allows  us  to  detect  it  even  faster  and  with  more  certainty.  Thus,  constructing  a  rig- 
orous trial  design  with  a  control  group  ultimately  serves  patients  better. 

It  has  been  argued  that  having  a  nonsurgical  control  group  is  unethical  because 
it  denies  some  patients  access  to  LVRS.  However,  one  must  bear  in  mind  that  LVRS 
is  a  treatment  of  unproven  efficacy.  On  the  other  hand,  the  medical  therapy  that 
is  included  in  the  trial  design  is  the  best  established  therapy  currently  available  for 
severe  emphysema,  and  all  patients  in  the  trial  will  receive  it. 

Why  Do  Patients  Need  This  Information? 

History  is  full  of  promising  treatments,  medical  and  surgical,  that  when  evaluated 
under  controlled  conditions  failed  to  live  up  to  expectations  of  benefit  and,  in  some 
cases,  caused  harm.  Can  we  ever  forget  thalidomide?  And  in  the  area  of  surgery, 
consider  the  recent  example  of  extracranial-intracranial  bypass.  Based  on  compari- 
son of  clinical  outcomes  among  nonrandomized  cohorts  of  patients,  this  operation 
was  believed  to  prevent  strokes;  however,  to  the  surprise  of  many,  a  large  multicen- 
ter  randomized  trial  revealed  that  it  did  not  prevent  stroke,  but  only  exposed  pa- 
tients to  the  discomfort  and  risks  of  major  surgery. 

We  consider  the  LVRS  trial  to  be  not  only  appropriate,  but  necessary  to  give  both 
patients  and  their  physicians  the  information  they  need  to  make  informed,  intel- 
ligent decisions  about  treatment  of  end  stage  emphysema.  How  can  physicians  com- 
petently and  ethically  advise  their  patients  about  LVRS  when  they  have  no  sound 
scientific  basis  for  doing  so? 

Although  determining  efficacy  and  setting  guidelines  for  which  patients  are  likely 
to  benefit  from  LVRS  will  not  guarantee  a  good  outcome  for  all  patients,  it  will  in- 
crease the  chances  of  success  for  most  patients  and,  at  the  very  least,  allow  patients 
to  make  decisions  based  on  widely  accepted  scientific  data,  which  do  not  now  exist. 
Patients  have  the  right  to  know  objectively  whether  the  chances  of  success  outweigh 
the  risks. 
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Why  the  NHLBI  Approach? 

The  NHLBI  approach  is  flexible;  it  encourages  continuing  input  from  the  best  sci- 
entific minds  in  the  community  and  relies  on  the  investigators  themselves  to  de- 
velop the  full  protocol  and  the  manual  of  procedures  that  will  guide  every  detail. 

As  with  all  NIH  clinical  trials,  the  data  from  the  program  will  be  scrutinized  at 
least  quarterly  by  an  independent  scientific  board  called  a  Data  Safety  and  Monitor- 
ing Board  (DSMB)  whose  responsibility  it  is  to  review  the  protocol  for  its  scientific 
validity,  oversee  the  performance  of  the  centers  and  investigators,  assess  the  quality 
of  the  data,  and  evaluate  the  intervention's  risks  and  benefits  to  the  participants. 
As  part  of  its  review  of  the  protocol  before  the  trial  begins,  the  DSMB  will  examine 
all  available  data  on  LVRS  to  ensure  that  the  protocol  is  valid  in  terms  of  what  is 
known.  If  the  board  concludes  that  an  identifiable  subset  of  patients  clearly  benefits 
from  LVRS,  the  DSMB  can  recommend  that  the  criteria  for  entry  into  the  trial  be 
modified  accordingly.  The  DSMB  can  also  recommend  changes  in  the  protocol,  even 
after  it  is  under  way,  if  data  show  that  a  certain  group  of  patients  is  highly  likely 
to  benefit  from  the  surgery.  The  DSMB  has  the  power  to  recommend  early  termi- 
nation of  the  trial  if  the  data  show  a  clear  benefit  or  risk  from  the  intervention, 
as  was  the  case  in  CAST.  We  require  this  periodic  review  by  an  independent,  sci- 
entific peer  group  in  all  of  our  clinical  trials  to  ensure  their  safety,  fairness,  and 
scientific  validity. 

Because  of  the  unusual  demand  to  have  this  procedure  evaluated  quickly,  I  have 
charged  the  investigators  to  have  a  protocol  ready  by  June  1997,  just  one  year  after 
the  release  of  the  request  for  proposals.  This  is  a  rapid  timetable,  indeed,  but  I  have 
every  reason  to  believe  it  will  be  met. 

Conclusion 

End-stage  emphysema  is  a  devastating  chronic  illness,  and  its  victims  are  des- 
perate. LVRS  is  a  palliative  treatment  that  has  emerged  without  adequate  scientific 
validation  of  its  efficacy.  This  trial  represents  our  best  opportunity  to  provide  it.  If 
we  fail  to  conduct  the  trial,  we  will  be  failing  in  our  mission  to  serve  the  American 
people.  Billions  of  health  care  dollars  may  be  spent,  tens  of  thousands  of  patients 
may  be  exposed  to  the  risks  of  an  unproven  treatment,  and  the  value  of  LVRS  will 
forever  remain  in  doubt. 

I  will  be  pleased  to  answer  any  questions  the  Committee  may  have. 


Chairman  THOMAS.  Thank  you,  Doctor. 

Bruce,  when  I  am  looking  back  at  the  1989  proposed  regulations, 
trying  to  put  myself  back  in  that  timeframe,  where  those  proposed 
regulations  stated,  "if  a  service  were  to  be  viewed  as  marginal  with 
respect  to  safety  and  effectiveness  but  expensive  in  comparison 
with  available  covered  alternatives,  we  think  the  cost-effectiveness 
considerations  are  appropriate." 

I  think  almost  anyone  with  very  little  effort  can  come  up  with 
a  dramatic  example  which  clearly  indicates  the  value  of  a  proce- 
dure. I  think  the  doctor  did  it  in  his  testimony  in  terms  of  the  con- 
trol group  with  the  placebo.  It  is  dramatic. 

The  one  that  I  use  for  example  a  lot  of  time  was  the  one  that 
was  publicized,  oh,  maybe  more  than  1  year  ago  now,  maybe  2 
years,  the  open  heart  surgery  versus  angioplasty,  where  one  is  ob- 
viously more  invasive  but  the  end  result  is  the  same,  and  so  why 
in  the  world  would  you  go  through  the  greater  risk  to  the  patient 
to  get  the  same  result. 

We  have  those  kinds  of  examples.  They  are  very  dramatic  and 
they  do  a  great  job  in  a  20-minute  speech.  But  when  you  start  deal- 
ing with  the  entire  list  of  services  and  procedures,  you  begin  to  get 
into  a  situation  where  the  marginality  of  the  tradeoff  does  not — it 
is  a  clear  area  in  which  people  could  debate  forever. 
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What  I  am  trying  to  do  is  get  back  into  that  1989  mind,  if  you 
would  help  me,  because  we  are  currently  facing  a  discussion  with 
the  Congressional  Budget  Office  on  the  cost  effectiveness  of  a  num- 
ber of  preventive  procedures,  and  they  persist  in  indicating  to  us 
that  there  is  a  cost  associated  with  these,  and  we  are  trying  to  ex- 
plain to  them,  No,  it  saves  money. 

Well,  the  difference  between  their  position  and  our  position  is 
time  and  that  something  that  may  be  more  expensive  or  require  a 
payment  at  the  front  end  over  time  is,  in  fact,  cost  effective,  if  you 
look  at  the  total  dollars  that  would  have  been  spent.  What  was  the 
mindset  in  the  late  eighties,  the  early  nineties,  or  even  now  in 
terms  of  a  timeframe  reference  vis-a-vis  what  you  would  call  cost 
effective?  I  understand  it  between  two  procedures  like  open  heart 
surgery  and  an  angioplasty,  but  there  are  so  many  others  that  you 
do  not  get  that  clear  and  dramatic  difference.  What  is  the  time  fac- 
tor in  cost  effectiveness,  if  any? 

Mr.  Vladeck.  Mr.  Chairman,  let  me  separate  my  answer  into 
three  parts,  if  I  could.  The  first  is  to  say  that  I  will  not  pretend 
to  speak  for  the  folks  who  wrote  the  proposed  regulation  in  1989, 
but  I  think  they  were  trying  to  address  a  particular  problem  which 
we  do  encounter  all  the  time  as  new  technologies  appear  in  health 
care.  That  is  the  question  of  what  to  do  with  the  availability  of  a 
new  technology  or  a  new  procedure,  a  new  device,  frequently,  that 
is  very,  very  much  more  expensive  than  the  one  it  replaces  and 
where  the  incremental  benefit  associated  with  the  new  device  is 
very  small. 

Chairman  Thomas.  Well,  I  have  a  question  with  that,  as  well,  in 
terms  of  the  cost  versus  effective  benefit. 

Mr.  Vladeck.  I  think  the  issue  there  is,  frankly,  that  we  have 
come  to  the  position  that  even  if  it  is  no  more  effective  than  the 
preexisting  technology,  it  should  be  made  available  in  terms  of 
Medicare  coverage,  but  it  is  not  at  all  clear  that  we  should  pay  the 
incremental  costs  unless  there  is  an  incremental  benefit,  and  that 
is  the  way  we  are  now  thinking  about  these  issues. 

Second,  the  issue  of  

Chairman  Thomas.  On  that  point,  though,  just  let  me  say  that 
is  a  dilemma  that  would  have  been,  in  my  opinion,  a  far  greater 
one  in  1989  in  the  old  virtual  cost-plus  world.  Today,  with  the 
fixed-price  system,  and  this  is  a  question  I  want  to  give  to  Dr. 
Eisenberg,  I  do  not  think  we  have  fully  seen  a  blossoming  of  tech- 
nology in  a  fixed-price  world  because,  to  me,  technology  is  a  tool 
and  it  is  directed  where  it  is  most  appropriately  believed  to  be 
used,  and  in  a  cost-plus  world,  it  was  a  more  expensive,  marginal 
benefit  on  the  physical  or  mental  aspect. 

But  in  a  fixed-price  world,  you  are  going  to  see  technology  turned 
in  a  different  way  and  that  is  what  concerned  me  so  much  about 
taking  a  1989  mindset  and  assuming  cost  effectiveness  in  today's 
world.  So  I  have  another  question  along  that  line,  but  keep  going. 
You  have  two  more  points. 

Mr.  Vladeck.  Thank  you.  And  I  quite  agree  that  the  issue  of  cost 
effectiveness  is  different  in  a  world  of  fixed  prices,  capitation,  or  fee 
schedules  than  it  was  in  earlier  times. 

And  second,  I  would  say,  relative  to  the  scoring  of  preventive 
benefits,  for  example,  in  the  Medicare  Program,  if  you  look  at  the 
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economic  literature  on  cost-effectiveness  analysis  or  cost-benefit 
analysis,  which  I  used  to  teach,  one  of  the  things  that  is  central 
to  such  analyses  is  the  discount  rate,  the  issue  of  time.  If  you  in- 
vest $1  now  and  get  $1.50  back  50  years  from  now,  that  is  not  a 
good  investment. 

But  that  is  one  of  the  reasons  why  we  have  moved  away  from 
a  more  classic  or  traditional  notion  of  cost  benefit  into  thinking 
about  the  Medicare  Program  and  Medicare  coverage,  because  the 
benefits  are  incommensurate  if  they  have  to  do  with  increased 
function,  with  better  health  or  greater  longevity  for  beneficiaries. 
Then  they  are  just  incommensurate  with  any  dollar  outcome  and 
you  cannot  compare  6  years  of  added  life  expectancy  per  1,000  peo- 
ple with  any  number  of  dollars.  It  is  just  not  an  appropriate  thing 
to  do.  So  we  do  not  try  to  look  at  coverage  issues  in  that  kind  of 
old-fashioned  cost-benefit  terms  at  all. 

Chairman  Thomas.  No,  but  I  do  think  you  could  take  a  look  at 
someone  who  did  not  receive  the  ability  to  detect  and  did  not  re- 
ceive the  appropriate  education  to  manage  a  disease  like  diabetes 
and  take  a  look  at  what  we  are  paying  out  on  end-stage  renal  dis- 
ease that  would  not  have  been  paid  out. 

Mr.  Vladeck.  Again,  I  think  those  arguments  are  very  com- 
plicated and  very  tricky,  but  frankly,  I  do  not  think  those  are  the 
grounds  on  which  we  or  the  Congress,  to  be  honest,  should  make 
Medicare  policy.  If  we  know  a  way  that  can  improve  the  health  of 
Medicare  beneficiaries  and  that  has  demonstrated  effectiveness, 
and  where  it  is  very  clear,  such  as  earlier  intervention  with  border- 
line diabetics,  we  should  provide  coverage.  For  example,  if  it  is 
going  to  reduce  the  long-term  morbidity  for  diabetics,  we  ought  to 
do  it  and  we  should  not  get  caught  up  in  some  of  the  very  arcane 
theoretical  cost-effectiveness  arguments  at  all. 

Chairman  THOMAS.  And  how  do  we  determine  if  that  is  the  case? 

Mr.  Vladeck.  Again,  I  think  we  have  a  set  of  mechanisms 
through  the  process  of  technology  assessment,  through  authori- 
tative organizations  like  some  of  the  specialty  societies,  like  the 
National  Institutes  of  Health  and  so  forth.  We  have  a  fair  amount 
of  consensus  on  some  issues  of  well-established  practice  in  the  med- 
ical community. 

Chairman  Thomas.  Do  you  believe  the  Government  and  those 
agencies  you  just  mentioned  have  as  good  of  cost-effectiveness  anal- 
ysis tools  as  those  people  who  are  in  the  business  of  providing  the 
services  under  managed  care  structures? 

Mr.  Vladeck.  Mr.  Chairman,  I  am  trying  to  distinguish  two 
issues.  One  is  effectiveness  and  the  second  is  cost  effectiveness,  and 
I  am  saying  I  think  the  Government  experts  on  effectiveness  from 
a  clinical  point  of  view  are,  in  many  ways,  in  fact,  the  gold  stand- 
ards on  effectiveness.  People  all  over  the  world  look  at  NIH  consen- 
sus statements  or  other  formulations  of  opinion  as  a  standard  of 
practice. 

Cost  effectiveness  is  a  different  issue,  and  that  is  why,  as  I  say, 
we  do  not  think  it  is  appropriate,  except  when  comparing  two  tech- 
nologies that  produce  the  same  outcomes,  for  Medicare  to  look  at 
cost  effectiveness  as  the  basis  for  a  coverage  decision. 

Chairman  Thomas.  You  indicate  that  Medicare  is  the  Nation's 
largest  payer,  and  you  indicated  that  we  really  do  need  some  out- 
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comes  research.  Well,  I  would  suggest  to  you  that,  more  and  more, 
we  are  paying,  the  taxpayers  are  paying  for  private  entities  to  col- 
lect some  very  valuable  data  which  they  are  using  to  improve  mar- 
gins in  their  structure  which  apparently  are  pretty  cost  effective 
and,  to  a  degree,  they  are  able  to  make  decisions  which  could  pos- 
sibly be  a  quantitative  and  qualitative  mix  decision,  which  allows 
them  to  do  as  much  as  they  can  in  a  very  cost-effective  manner, 
if  we  use  the  term  that  way.  And  they  are  doing  it  because  we  are 
paying  for  it. 

What  is  it  that  HCFA  needs,  if  anything,  to  be  able  to  get  that 
information  from  those  people  who  are  collecting  it?  Apparently,  it 
is  fairly  valuable  because  from  a  proprietary  point  of  view,  they  are 
not  out  peddling  it  to  other  folks.  What  is  it  that  HCFA  is  doing 
or  can  do  or  needs  from  Congress  to  do  to  set  up  a  structure  for 
the  statistical  information  which  would  allow  us  a  terrific  data 
base  for  outcomes  research? 

Mr.  Vladeck.  We  have  

Chairman  Thomas.  With  full  privacy  protections,  I  have  to  add 
that,  for  the  individuals,  physicians,  and  all  others. 

Mr.  Vladeck  [continuing].  We  have  had  a  number  of  conversa- 
tions, Mr.  Chairman,  with  both  the  American  Association  of  Health 
Plans  and  a  number  of  their  component  plans  about  working  jointly 
on  technology  assessment  in  a  variety  of  ways,  and  we  have  talked 
in  those  instances  about  sharing  data. 

But  I  think  it  is  fair  to  say  that  they  feel  themselves  to  be  oper- 
ating under  some  of  the  same  constraints  and  limitations  that  we 
are.  That  is  to  say,  to  actually  observe  clinical  practice  through 
claims  data  or  outcomes  data,  the  kind  of  information  that  most  of 
the  plans  themselves  have  available,  is  not  going  to  produce,  as 
quickly  as  more  controlled  studies  might,  the  quality  of  information 
that  permits  you  to  make  a  determination  about  the  real  effective- 
ness of  a  new  procedure  or  new  technology. 

So  many  of  the  plans  are  beginning  to  talk  about  joining  us  in 
the  sponsorship  of  particular  controlled  studies  in  one  sort  or  an- 
other or  letting  us  share  some  of  that  activity,  because  they  under- 
stand that  they  have  to  make  decisions  all  the  time  in  order  to  op- 
erate, just  as  we  do.  All  of  us  are  working  in  a  world  with  less  good 
information  than  we  would  like. 

Chairman  Thomas.  There  is  no  question  about  that.  Obviously, 
as  you  look  in  a  prospective  sense,  it  makes  all  kinds  of  sense  to 
do  these  kinds  of  studies.  But  I  just  have  got  to  believe  that  there 
are  a  number  of  payments  that  are  being  made  in  different  ways 
between  different  regions  which,  if  you  collected  that  data,  you 
could  examine  a  cost-effective  approach  to  it  and  end  up  getting 
more  for  the  taxpayers'  dollar  than  you  currently  get. 

Are  you  telling  me  that  the  cost  of  setting  up  computerized  pa- 
tient records  and  beginning  to  collect  this  kind  of  data  in  a  stand- 
ardized way  costs  more  than  the  data  is  worth? 

Mr.  Vladeck.  I  am  saying,  Mr.  Chairman,  that  for  purposes  of 
evaluating  the  effectiveness  of  a  new  procedure  or  a  new  tech- 
nology or  even  for  comparing  the  effectiveness  of,  say,  a  surgical 
approach  to  benign  prostate  disease  with  a  medical  approach  to  be- 
nign medical  disease,  that  the  number  of  aspects  of  the  patients' 
conditions  and  circumstances  that  are  relevant  to  doing  good 
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science  argues  for  the  limitations  of  using  what  is  essentially  a 
claims-based  or  encounter-based  system  for  doing  decisions  of  that 
effectiveness,  that  you  need  some  control  of  a  trial  in  order  to  get, 
in  a  relatively  timely  way,  relatively  conclusive  answers. 

But  again,  I  think  both  of  my  colleagues  are  much  more  expert 
in  the  science  of  this  than  I  am,  and  if  I  may,  I  would  defer  further 
answer  to  them. 

Chairman  Thomas.  Fine.  One  question,  though,  because,  obvi- 
ously, we  are  moving  more  and  more,  at  least  in  terms  of  enroll- 
ment figures,  into  a  managed  care  world,  and  if  you  want  to  make 
any  comments  about  what  may  work  in  terms  of  a  cost-effective 
analysis  in  a  fee-for-service  world  versus  Federal  versus  local  car- 
rier policies  and  assessing  in  the  same  manner  an  integrated  or 
managed  care  structure.  Is  that  causing  us  more  problems,  or  do 
you  have  a  way  out? 

Mr.  Vladeck.  No,  Mr.  Chairman.  I  think  the  cliche  or  the  stereo- 
type is  that  whereas  in  the  fee-for-service  sector,  we  have  very 
powerful  economic  incentives  to  overprovide  new  technologies  or 
new  services,  then  in  the  managed  care  sector,  there  may  be  an  in- 
centive to  underprovide  those. 

I  think  our  conversations  

Chairman  Thomas.  Well,  let  me  ask  a  more  directed  question  if 
you  are  going  to  direct  it  in  that  area  because  what  we  have  seen 
is  a  series  of  consolidations  which  are,  in  essence,  producing  a  na- 
tional structure,  and  you  are  still  making  decisions  on  a  regional 
basis.  Do  you  agree  with  that? 

Mr.  Vladeck.  Well,  I  would  

Chairman  Thomas.  Do  you  have  complete  consistency  between 
regions  or  locale? 

Mr.  Vladeck.  No.  We  are  still  making  decisions  on  a  local  basis. 

Chairman  Thomas.  What  does  a  managed  care  structure  that 
pushes  for  uniformity  and  integration  do  with  a  national  structure 
which  allows  for  local  inconsistencies?  Are  they  required  to  follow 
local  inconsistencies  or  do  you  create  a  standard  for  them  that  they 
utilize,  not  withstanding  others  having  to  follow  local  inconsist- 
encies? What  do  you  do? 

Mr.  Vladeck.  My  impression  is,  Mr.  Chairman,  based  on  con- 
versations with  executives  at  the  two  largest,  or  two  of  the  three 
largest  managed  care  companies  that  are  seeking  to  build  national 
programs,  that  they  are  not  much  further  along  than  we  are  in 
bringing  some  degree  of  national  uniformity  to  the  practice  pat- 
terns of  their  locally  based  plans. 

Again,  I  think  we  have  to  push  

Chairman  Thomas.  Having  said  that,  what  do  you  do? 

Mr.  Vladeck  [continuing].  For  national  

Chairman  Thomas.  Do  you  require  those  national  plans  to  follow 
the  local  inconsistencies? 

Mr.  Vladeck.  What  we  require  them  to  do  is  when  we  have  a 
national  policy,  to  follow  the  national  policy.  When  we  have  incon- 
sistent local  policies — the  issue  has  not  arisen — we  cannot  expect 
them  to  follow  inconsistent  policies.  They  will  have  to  follow  one  or 
the  other.  But  we  have  very  few  instances  in  which  the  local  poli- 
cies are  inconsistent.  What  is  much  more  common  is  that  we  have 
many  in  which  we  have  local  policies  in  some  communities  and  no 
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explicit  coverage  policies  in  the  rest  of  the  country.  We  can  fix  the 
inconsistencies  relatively  quickly.  It  is  how  quickly  we  can  move  to 
national  policies  that  remains  more  of  a  problem. 

Chairman  Thomas.  Let  me  ask  the  question  of  you  and  you  can 
throw  it  to  either  of  your  colleagues,  if  it  is  more  appropriate  that 
they  answer  it.  But  as  you  know,  Congress  is  dealing  with  a  num- 
ber of  issues,  one  of  them  doctor-patient  relationships  in  a  number 
of  areas.  How  do  we  deal  with,  without  a  fairly  solid  data  base  by 
which  we  can  produce  fairly  good  factual  outcome  research  and 
guideline  arguments  for  a  physician,  how  do  we  deal  with  what 
could  be  a  very  clear  conflict  between  the  payer,  the  procedures  the 
payer  wishes  to  follow,  the  doctor-patient  relationship,  and  what 
the  physician  believes  is  an  appropriate  procedure? 

Mr.  Vladeck.  Let  me  make  a  quick  observation  about  that  and 
see  how  my  colleagues  want  to  react.  In  the  Medicare  fee-for- 
service  program,  we  have  long  taken  the  position  that  a  licensed 
health  professional  can  provide  any  service  that  the  patient  wishes 
which  he  may  legally  or  she  may  legally  provide  in  the  State  in 
which  they  are  practicing,  but  that  that  does  not  require  us  to  pay 
for  any  such  procedure,  that  what  we  pay  for  has  to  be  consistent 
with  the  law  and  the  criteria  of  necessity  and  appropriateness. 

I  think  most  private  insurers  behave  the  same  way.  Once  you  get 
to  a  managed  care  arrangement  or  a  capitated  arrangement,  I 
think  there  is  a  real  question  as  to  the  potential  for  a  conflict  or 
a  disagreement  between  an  individual  physician  and  the  protocols, 
guidelines,  or  rules  that  a  particular  plan  may  seek  to  apply. 

In  that  regard,  we  have  taken  essentially  two  positions.  One  is 
that  there  must  be  total  freedom  of  expression  on  the  part  of  the 
physician  to  tell  the  patient  what  his  professional  judgment  is 
about  the  best  treatment  for  a  particular  illness.  Second,  that  we 
need  to  substantially  improve  the  rules  under  which  patients  or 
physicians  who  are  unhappy  about  a  plan's  policy  in  a  particular 
instance  can  ask  for  a  reconsideration.  We  need  to  significantly 
clarify  the  Medicare  rules  around  that  issue  very  soon. 

Chairman  Thomas.  Let  me  give  you  a  real  world  example  and 
tell  me  how  you  would  work  it  out.  Both  the  National  Cancer  Insti- 
tute and  HCFA  issued  regulations  on  the  mastectomy  question  in 
which,  ultimately,  the  decision  to  hospitalize,  to  do  it  inpatient  or 
outpatient,  was  the  decision  of  the  physician  and  the  patient.  The 
President,  on  the  other  hand,  held  a  press  conference  and  indicated 
that  he  was  supportive  of  legislation  which  would  mandate  a  fixed 
hospital  stay  for  that  procedure. 

Why  would  HCFA  come  down  for  a  position  which  would  allow 
the  physician  and  the  patient  to  make  the  decision,  and  do  you  be- 
lieve that  would  be  a  cost-effective  approach  vis-a-vis  locking  in  a 
specific  number  of  days  legislatively  for  any  particular  medical  pro- 
cedure? 

Mr.  Vladeck.  We  are  very  comfortable  with  the  position  we  have 
taken,  and,  I  believe,  had  there  been  a  specific  piece  of  legislation 
that  extended  exactly  the  same  policy  to  all  private  plans,  the 
President  would  have  been  very  comfortable  in  endorsing  it,  al- 
though I  can  never  speak  for  him  in  that  regard.  There  was  no 
such  legislation  and,  therefore,  we  have  supported  the  legislation 
that  came  closest  to  achieving  the  same  objective. 
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Chairman  Thomas.  Thank  you  very  much. 

I  do  want  you  to  come  back  when  we  talk  about  the  Tax  Code, 
where  you  make  the  point  that  $1  invested  now  and  you  only  get 
$1.50  in  50  years  is  not  a  good  investment.  We  will  be  considering 
a  capital  gains  tax  in  terms  of  reward  for  risk  taken  over  time  and 
I  anticipate  your  indicating  that  that  is  a  very  good  idea.  Thank 
you.  [Laughter.] 

Mr.  Stark.  I  have  a  whole  bunch  of  questions,  Mr.  Chairman, 
but  I  guess  they  deal  with  coverage  somewhat.  Let  me  try  just  in 
the  area  of  appeals.  Let  us  suppose,  particularly  under  managed 
care,  Bruce,  if  a  beneficiary  for  an  HMO  is  not  satisfied  with  the 
primary  care  doctor's  recommendation,  they  can  appeal,  right? 

Mr.  Vladeck.  That  is  correct. 

Mr.  Stark.  But  the  HMO  is  not  required  to  accept  the  appeal, 
is  that  correct? 

Mr.  Vladeck.  They  are  required  to  either  consider  it  or  to  say 
that  they  are  not  going  to  reconsider  it  so  that  the  patient  can  take 
it  to  the  next  level  of  the  process. 

Mr.  Stark.  All  right.  What  can  the  beneficiary  do  if  the  HMO 
will  not  accept  the  appeal?  What  is  the  next  step? 

Mr.  Vladeck.  In  general,  there  are  

Mr.  Stark.  No,  specifically.  Where  do  you  go? 

Mr.  Vladeck.  If  it  is  an  issue  of  whether  or  not  the  HMO  will 
pay  for  a  certain  service,  the  beneficiary  can  ask  an  independent 
contractor  to  reevaluate  the  HMO's  determination. 

Mr.  Stark.  You  mean  the  independent  contractor  being  the  pay- 
ing agent? 

Mr.  Vladeck.  Being,  I  am  sorry? 

Mr.  Stark.  The  intermediary? 

Mr.  Vladeck.  No.  We  actually  have  a  separate  contractor  to  han- 
dle the  HMO  appeals. 

Mr.  Stark.  What  if  the  HMO  just  will  not  grant  the  procedure? 

Mr.  Vladeck.  What  if  the  HMO  will  not  grant  the  procedure? 

Mr.  Stark.  Yes.  You  want  to  have  a  heart  transplant  and  the 
HMO  says  no.  Then  what  do  you  do  in  a  timely  enough  fashion  so 
you  do  not  die  while  you  wait  for  an  answer? 

Mr.  Vladeck.  There  is  a  problem  in  that  under  our  existing 
rules,  while  there  is  a  process  both  within  the  HMO  and  outside 
it,  it  can  be  too  long  for  a  patient  with  an  emergency  situation.  We 
have  made  it  clear  that  as  soon  as  we  can  complete  all  the  paper- 
work, we  are  going  to  amend  our  rules  to  address  those  situations 
and  to  provide  for  much  more  rapid  turnaround  of  the  process  in 
urgent  or  emergent  situations. 

Mr.  Stark.  You  are  about  to  issue  some  new  regulations,  right? 

Mr.  Vladeck.  Yes,  sir. 

Mr.  Stark.  Will  the  patient  be  able  to  appeal  without  getting 
permission  from  their  primary  care  doctor  to  appeal? 
Mr.  Vladeck.  Yes,  absolutely. 

Mr.  Stark.  That  is  changed  from  your  draft  rule,  so  they  can  go 
right  

Mr.  Vladeck.  I  think  there  has  been  some  misunderstanding  of 
the  role  of  the  physician  in  that  regard.  The  appeal  is  a  patient  de- 
cision. 
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Mr.  Stark.  And  the  doctor  does  not  have  to  give  them  permission 
to  appeal? 

Mr.  Vladeck.  That  is  correct. 

Mr.  Stark.  But  that  doctor  can  deny  the  appeal? 

Mr.  Vladeck.  No.  If  the  patient  is  appealing  a  decision  by  a  pri- 
mary care  physician,  it  is  not  that  physician  himself  making  the 
determination.  Now,  there  does  need  to  be  some  mechanism  that 
we  believe  requires  a  physician  has  an  opportunity  to  weigh  in  on 
the  question  of  whether  or  not  the  appeal  is  an  emergency  or  not. 
But  whether  or  not  the  appeal  is  undertaken,  that  is  up  to  the  ben- 
eficiary. 

Mr.  Stark.  And  you  have  some  time  limits  in  your  new  rule? 
Mr.  Vladeck.  Yes.  We  will  be  proposing  new  time  limits. 
Mr.  Stark.  Like  48  hours? 

Mr.  Vladeck.  I  think  in  the  range  of  48  to  72  hours. 
Mr.  Stark.  That  is  good.  Thank  you. 

Now,  I  have  another  problem,  and  I  think  I  understand  your 
problem,  but  I  have  been  trying  to  get  you  to  replace  an  antinausea 
drug  which  is  covered  when  you  give  somebody  an  IV,  but  they  now 
have  an  oral  form  that  costs  half  as  much  and  you  say,  correctly, 
we  do  not  pay  a  pharmaceutical  benefit,  which  I  guess  the  pill 
would  be  but  an  IV  is  not.  I  suppose  you  could  get  aspirin  as  an 
IV,  right?  So  if,  in  fact,  you  would  say,  Well,  we  will  pay  for  a  pill 
in  lieu  of  an  IV,  you  have  just  created  a  pharmaceutical  benefit, 
which  is  not  such  a  bad  idea,  by  the  way. 

But  is  there  any  way  in  some  high  cost  areas  to  save  a  lot  of 
money,  where  previous  to  the  introduction  of  a  pill  form  it  was  only 
available  intravenously  and,  therefore,  we  could  capture  some  of 
these  savings  on  some  of  these  pharmaceutical  breakthroughs,  or 
do  you  need  a  law  changed? 

Mr.  Vladeck.  Mr.  Stark,  I  have  spent  more  time  on  this  issue 
and  

Mr.  Stark.  OK. 

Mr.  Vladeck.  Let  me  just  tell  you,  as  I  understand  it,  I  think 
it  was  OBRA  1993  which  provided  for  the  coverage  of  outpatient 
cancer  chemotherapeutic  agents  and  the  question  has  been — and 
covered  them  for  a  pill  form  if  we  would  previously  have  paid  for 
them  in  the  intravenous  form.  The  issue  is  whether  the  antinausea 
drugs  meet  the  statutory  definition  of  anticancer  drugs  and  we 
have  tried  to  draw  this  line  about  87  different  times.  Frankly,  this 
requires  a  legislative  fix,  which  we  would  be  more  than  happy  to 
have. 

We  understand  the  principle.  We  agree  with  the  principle.  We 
just  cannot  get  a  consistent  interpretation  from  our  counsel  that 
makes  sense  of  the  existing  statutory  language,  and  we  would  be 
more  than  happy  to  work  with  the  Members  in  both  parties  of  both 
houses  to  get  this  fixed  as  soon  as  there  is  an  appropriate  vehicle 
to  do  so. 

Mr.  Stark.  Madam  Chairman,  one  final  question.  We  have  some 
criticism  today  on  HCFA's  timeliness  in  coverage  decisions,  but  the 
question  is  also  being  raised  about  how  managed  care  plans  decide 
on  coverage.  Should  not  a  managed  care  plan,  including  the  PSOs, 
have,  at  a  minimum,  the  coverage  that  reflects  Medicare's  policies? 
Is  there  any  reason  that  we  should  not  stipulate  that  a  managed 
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care  plan  must  cover  all  of  Medicare's  benefits,  and  would  you  have 
a  way  to  enforce  this  if  we  did  not? 

Mr.  Vladeck.  We  have  an  absolute  requirement  that  is  already 
in  the  statute  that,  at  a  minimum,  a  managed  care  plan  that  en- 
rolls Medicare  beneficiaries  must  provide  those  beneficiaries  the 
same  benefits  as  they  would  get  in  the  fee-for-service  Medicare  sys- 
tem, and  we  have  interpreted  that  always  to  mean  the  results  of 
the  most  recent  and  up-to-date  coverage  policies. 

Now,  we  have  one  exception  to  that  policy  which  we  made  sev- 
eral years  ago,  I  think  for  logical  reasons,  but  it  may  require  some 
reevaluation.  When  we  make  a  coverage  policy  decision  in  the  mid- 
dle of  a  year,  such  as  the  coverage  of  transplants  which  might  have 
a  major  effect  on  the  cost  to  the  plans  under  a  rate  that  has  al- 
ready been  established  for  the  year,  they  have  until  the  start  of  the 
new  rate  year  to  change  their  rates.  But  other  than  that,  our  cov- 
erage policies  are  binding  on  the  plans  as  they  are  adopted. 

Mr.  Stark.  The  question  comes  is  that  if  you  cover  heart  trans- 
plants— you  do,  right? 

Mr.  Vladeck.  Right. 

Mr.  Stark.  Do  you? 

Mr.  Vladeck.  Medicare  does. 

Mr.  Stark.  OK.  But  my  managed  care  plan  primary  care  doctor 
says,  "I  will  not  do  it."  Where  are  we? 

Mr.  Vladeck.  If  you  are  a  Medicare  beneficiary  

Mr.  Stark.  He  has  to  do  it? 

Mr.  Vladeck.  No.  You  have  to  appeal  and  seek  a  reconsideration 
of  that  decision.  And  again,  once  we  get  our  new  rules  out,  if  you 
are  in  an  emergency  or  urgent  situation,  you  are  entitled  to  a  re- 
consideration within  72  hours. 

Mr.  Stark.  Absent  that,  should  not  a  licensed  physician's  second 
opinion  be  almost  prima  facie?  Let  us  go  back  to  a  hip  replacement, 
if  that  is  a  thing  you  do,  and  Kaiser  says  they  will  not  do  it  for 
me  and  I  go  down  the  street  to  a  surgeon  who  does  that  and  he 
says,  '"You  should  have  it."  If  I  were  in  Medicare,  I  could  have  it, 
right?  If  I  were  not  in  a  risk  contract,  I  could  get  it? 

Mr.  Vladeck.  Right. 

Mr.  Stark.  Should  I  not,  therefore,  be  able  to  get  it  without 
having  to  go  through  an  appeals  process?  Should  I  not  just  be  able 
to  go  find  a  licensed  professional  who  says,  "If  you  need  it,  I 
will  " 

Mr.  Vladeck.  A  Medicare  beneficiary  in  that  situation  has  two 
choices.  Choice  number  one  is  if  the  doctor  in  the  HMO  says  no 
surgery,  and  there  is  a  doctor  across  the  street,  not  in  the  HMO, 
who  says  you  need  the  surgery,  the  Medicare  HMO  patient  can  ap- 
peal both  within  the  HMO  and  then  through  an  external  review 
the  HMO's  decision,  or  the  Medicare  beneficiary  may  disenroll  and 
return  to  their  previous  Medicare  coverage. 

Mr.  Stark.  But,  I  might  suggest,  that  is  just  what  an  HMO- 
network  doctor  would  like.  In  other  words,  what  a  great  thing  to 
avoid  costly  procedures.  Then  as  a  doctor,  you  know  I  am  going  to 
get  it,  so  you  say,  "I  am  not  going  to  do  it,"  disenroll,  go  across  the 
street,  charge  Medicare  a  fee-for-service  which  they  cannot  get 
under  the  capitated  plan,  and  
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Mr.  Vladeck.  And  that  is  why  we  have  to,  as  part  of  our  mon- 
itoring of  HMOs,  look  very  carefully  and  increasingly  carefully, 
more  carefully  than  we  have  in  the  past,  at  patterns  of 
disenrollment  and  utilization  by  recent  disenrollees. 

Mr.  Stark.  Thank  you,  Madam  Chairman. 

Mrs.  Johnson  [presiding].  Thank  you. 

Mr.  Christensen. 

Mr.  Christensen.  No  questions. 

Mrs.  Johnson.  Mr.  McCrery. 

Mr.  McCrery.  Mr.  Vladeck,  let  us  focus  for  just  1  minute  on 
your  decision  not  to  cover  lung  volume  reduction  surgery.  Can  you 
expand  a  little  bit  on  how  HCFA  arrived  at  that  decision?  How  did 
the  issue  arise  in  the  first  place?  Were  you  getting  questions  from 
intermediaries  about  whether  it  was  covered?  Was  it  related  to  in- 
creased utilization  of  the  procedure?  Would  you  go  through  that  for 
us? 

Mr.  Vladeck.  Yes,  sir.  In  the  fall  of  1995,  two  things  happened 
roughly  at  the  same  time.  One,  we  began  seeing  a  very  rapid  in- 
crease in  claims  for  this  procedure,  particularly  in  some  parts  of 
the  country,  not  everywhere  in  the  country,  but  in  some  commu- 
nities in  particular. 

Second,  there  was  at  the  same  time,  as  Dr.  Lenfant  discussed, 
the  convening  of  a  meeting,  I  believe  at  the  request  of  the  profes- 
sional societies  in  the  first  instance,  at  the  National  Institutes  of 
Health  in  which  representatives  of  the  American  Thoracic  Society 
and  some  of  the  other  professional  groups,  both  medical  and  sur- 
gical, involved  in  the  management  of  chronic  pulmonary  disease  ex- 
pressed concerns  about  the  diffusion  of  this  procedure  in  the  ab- 
sence of  better  evidence  about  it. 

As  a  result  of  that  information  and  everything  else  we  could  find 
in  the  literature  at  that  point,  we  made  a  decision  effective  Janu- 
ary 1,  1996,  to  discontinue  coverage  of  the  procedure.  Sometime  be- 
fore we  announced  that  decision,  we  also  asked  the  Agency  for 
Health  Care  Policy  and  Research  to  do  a  technology  assessment  for 
us  on  the  quickest  turnaround  basis  that  they  could,  and  I  believe 
that  was  provided  to  us  in  March  or  April  1996. 

That  further  reinforced  our  belief  that,  to  the  extent  we  covered 
this  procedure,  it  should  be  done  only  in  the  context  of  a  very  care- 
fully controlled  trial,  and  it  was  at  that  point  that  we  worked  out 
with  NHLBI  the  plans  to  conduct  such  a  trial. 

Mr.  McCrery.  Thank  you.  Do  you  have  a  regular  procedure  for 
reviewing  services  that  are  covered,  and  do  you  regularly  remove 
services  or  products  from  coverage? 

Mr.  Vladeck.  Our  system  is  very  much  biased  and  asymmetrical 
in  that  regard,  in  part  because  years  ago,  our  General  Counsel  ad- 
vised us  as  to  that  position.  They  maintained  that  we  have  the  dis- 
cretion under  the  statute  to  make  a  determination  about  whether 
or  not  to  cover  something  new  as  a  relatively  routine  administra- 
tive process,  but  to  discontinue  coverage  of  something  we  have  cov- 
ered in  the  past  requires  a  formal  rulemaking  procedure,  which  is, 
of  course,  a  much  more  complex  and  onerous  process. 

So  we  formally  discontinue  coverage  of  certain  things  periodi- 
cally, but  we  do  much  less  of  that  and  probably  much  less  than  we 
should.  If  once  or  twice  a  year  we  publish  a  proposed  discontinu- 
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ation  of  coverage,  that  would  probably  be  the  average  or  above  av- 
erage, whereas  we  are  making  decisions  to  cover  new  things  on  a 
continuous  basis. 

Mr.  McCrery.  When  you  do  go  through  this  relatively  unusual 
procedure  of  removing  something  from  coverage,  what  is  that  usu- 
ally based  on?  What  considerations  are  involved  in  that? 

Mr.  Vladeck.  It  is  generally  based  on  reports  from  our  carrier 
medical  directors  and  from  the  medical  community  that  some  pro- 
cedure is  now  considered  to  be  obsolete  or  ineffective,  or  no  longer 
an  adequate  or  satisfactory  approach  to  treatment  of  a  certain  ill- 
ness or  problem,  so  that  it  is  something  the  medical  profession  has 
left  behind  and  that  only  those  practitioners  who  have  not  yet  got- 
ten the  news  might  still  be  doing.  So  that  is  another  reason  why 
it  is  a  relatively  infrequent  event  for  us. 

Mr.  McCrery.  What  about  considerations  like  the  general  utility 
of  the  procedure  or  the  medical  device,  for  example,  excess  utiliza- 
tion, perhaps?  Are  those  things  considered  

Mr.  Vladeck.  Certainly  in  my  tenure,  which  is  the  only  thing  I 
can  speak  of  without  having  to  do  more  research,  I  cannot  think 
of  an  instance  in  which  we  have  sought  to  withdraw  coverage  of 
something  we  were  already  covering  for  any  reason  other  than 
growing  professional  consensus  that  it  was  not  a  desirable  or  useful 
thing  to  do. 

Mr.  McCrery.  Thank  you. 

Mrs.  Johnson.  Mr.  Christensen. 

Mr.  Christensen.  Bruce,  while  we  have  got  you,  I  want  to  ask 
you  a  question  on  the  AAPCC  and  what  the  administration  is  look- 
ing at  this  year  as  far  as  working  with  us  on  this  issue.  Last  year 
in  our  bill  we  got  it  up  to  roughly  $350.  What  are  your  thoughts 
and  what  is  the  administration  looking  at  this  year  in  terms  of  the 
overall  Medicare? 

Mr.  Vladeck.  I  think  there  are  four  pieces — let  me  see  if  I  can 
get  them  all  in  the  right  order — to  the  managed  care  payment  pro- 
posals in  the  President's  budget. 

The  first  is  to  adopt  the  $350  floor.  No  county  would  get  a  rate 
lower  than  that. 

Second,  to  adopt  something  similar  to  the  blend  that  was  talked 
about  in  which  over  a  4-year  period,  we  would  phase  in  from  100 
percent  locally  based  rates  to  a  rate  structure  that  was  30  percent 
national  rates  and  70  percent  local  rates,  which  would  shrink  all 
of  the  differences  nationally. 

Third,  we  have  proposed  to  pull  out  of  the  AAPCC  the  dollars  at- 
tributable to  graduate  medical  education,  both  direct  and  indirect, 
and  disproportionate  share  hospitals,  and  to  pay  those  directly  to 
the  hospitals  that  would  have  received  them,  had  the  patients  been 
in  the  fee-for-service  sector. 

And  fourth,  in  addition,  we  have  proposed  an  adjustment  of  one 
time  in  the  year  2000  to  account  for  the  overall  selection  bias  in 
the  program  and  to  reduce  the  level  of  payment,  on  average,  from 
95  percent  of  the  AAPCC  to  90  percent  of  the  AAPCC. 

And  then  on  top  of  all  that,  we  have  put  in  a  series  of  "hold- 
harmless"  provisions  so  that  in  any  given  county  from  one  year  to 
the  next,  except  in  the  year  2000,  the  rates  will  not  actually  go 
down.  That  is  to  say,  if  you  pull  out  all  the  teaching  and  dispropor- 
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tionate  share  or  if  you  have  a  very  high  rate  county  moving  to  the 
national  average,  we  have  tried  to  cushion  the  year-to-year  disrup- 
tion of  putting  all  these  changes  into  place  at  the  same  time. 

If  you  look  at  where  this  gets  you  as  compared  to  the  very  dif- 
ferent sort  of  procedures  or  processes  that  were  contained  in  the 
Balanced  Budget  Act  or  some  of  the  other  legislation  that  was 
talked  about  in  the  last  couple  of  years,  I  do  not  think  the  end 
point  is  that  different.  Certainly,  the  goals  of  reducing  the  geo- 
graphic variation  of  raising  the  floor  dramatically  in  rural  counties 
and  of  making  sure  the  teaching  and  DSH  money  gets  directly  to 
those  institutions  are  very  similar  to  those  in  the  previous  legisla- 
tive proposals.  I  think  the  way  in  which  we  get  to  them  may  be 
a  little  different,  but  I  think  after  5  or  6  years,  they  come  out  in 
a  reasonably  similar  place. 

Mr.  Christensen.  Do  you  really  think,  though,  that  the  fourth 
point,  of  overall  selection,  is  going  to  help  bring  equity  to  the  geo- 
graphical imbalance?  You  know  the  map  and  you  have  seen  what 
the  maps  look  like  as  far  as  all  the  areas  that  are  10  or  20  or  30 
percent  below,  say,  what  Dade  County  is  and  what  some  of  the 
other  areas  are.  Do  you  really  believe  the  fourth  point  that  you 
mentioned  of  overall  selection  can  help  bring  equity  to  this  area? 

Mr.  Vladeck.  Again,  the  floor  is  still  the  floor,  so  if  you  have  a 
county  that  is  now  getting  $230  a  month,  for  example,  as  the 
AAPCC,  their  floor  is  $350  a  month,  even  after  we  have  reduced 
the  national  average. 

So  the  fact  of  the  matter  is,  the  lowest  cost  Medicare  counties  in 
the  United  States,  as  I  am  sure  you  know,  are  in  Western  Ne- 
braska, and  we  are  paying  at  the  moment  something  like  $235  or 
$240  a  month  in  the  fee-for-service  sector  for  Medicare  beneficiaries 
in  those  communities.  We  think  from  a  payment  point  of  view,  that 
$350  floor  is  more  than  enough  of  a  response  to  the  payment  prob- 
lem. 

There  are  other  problems  getting  managed  care  and  particularly 
Medicare  managed  care  into  rural  counties.  We  think  our  proposals 
to  contract  directly  with  provider-sponsored  networks  will  address 
some  of  those  problems.  The  proposal  that  would  permit  us  to  pay 
provider-sponsored  networks  on  a  partial  risk  basis,  if  they  elect 
that,  may  help  some  of  them  get  into  the  business. 

Also,  we  are  phasing  out  the  so-called  50-50  rule  for  counties 
where  you  will  never  get  enough  commercial  enrollment  to  sustain 
that,  and  that  package  of  activities  taken  together  should  radically 
alter  the  prospects  for  the  development  of  Medicare  managed  care 
programs  in  rural  counties  throughout  the  country. 

Mr.  Christensen.  Bruce,  I  really  hope  that  that  is  the  case  be- 
cause there  are  a  lot  of  us  on  the  Hill  that  are  fairly  upset  about 
the  equity  involved  here,  and  bringing  up  the  floor  to  $350  is  not 
going  to  solve  the  inequitable  nature  of  a  Dade  County,  Florida, 
provider  contractor  receiving  twice  what  an  Omaha,  Nebraska,  pro- 
vider contractor  receives.  I  look  forward  to  working  with  you  on 
this  and  hope  we  can  get  something  resolved. 

Mr.  VLADECK.  I  think  this  ought  to  be  an  area  in  which  we  can 
come  together  reasonably  quickly.  I  think  there  is  a  lot  of  com- 
monality of  feelings  about  this. 

Mr.  Christensen.  Thank  you. 
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Mr.  Vladeck.  Thank  you. 

Chairman  Thomas  [presiding].  Does  the  gentlewoman  from  Con- 
necticut wish  to  inquire? 

Mrs.  Johnson.  Yes.  I  want  to  ask  three  rather  narrow  questions, 
because  I  know  many  of  us  want  to  hear  all  the  people  on  the  next 
panel  and  the  day  is  full  of  things. 

First  of  all,  it  is  my  understanding  that  Medicare  does  not  cover 
people  in  clinical  trials.  That  is  correct,  is  it  not? 

Mr.  Vladeck.  As  a  general  policy,  we  have  not.  That  is  correct. 

Mrs.  Johnson.  As  a  general  policy.  I  am  concerned  about  that 
policy.  First  of  all,  it  means  our  clinical  trial  information  is  not 
senior-sensitive,  and  we  went  through  this  with  NIH.  We  found  out 
that  their  biggest  heart  study  had  not  included  any  women,  and  we 
knew  a  lot  about  heart  disease  in  men  but  we  did  not  know  much 
about  heart  disease  in  women.  We  have  gone  through  this  with 
AIDS,  assuming  that  what  we  were  seeing  in  male  patients  was 
true  for  female  patients,  too. 

I  think  it  is  very  important,  actually,  for  Medicare  to  cover  sen- 
iors in  clinical  trials  so  that  as  we  do  these  clinical  trials,  we  do 
see  the  process  of  some  of  these  diseases  in  older  Americans,  as 
well,  and  have  some  better  ability  to  estimate,  frankly,  the  cost 
when  something  comes  out  of  a  clinical  trial,  ready  to  be  a  covered 
item. 

So  I  think  we  are  doing  ourselves  a  big  disservice  as  well  as  sen- 
iors a  big  disservice  by  having  a  policy  that  does  not  cover  seniors 
in  clinical  trials. 

Mr.  Vladeck.  I  agree  with  you,  Mrs.  Johnson.  Throughout  the 
history  of  the  Medicare  Program,  as  we  have  read  the  statute,  we 
have  refused  to  pay  for  experimental  treatments  or  therapies.  How- 
ever, recognizing  some  of  the  concerns  you  have  expressed,  we  have 
been  in  discussions  with  the  National  Institutes  of  Health  for  the 
last  year  or  so  to  try  to  establish  some  ground  rules  or  some  proce- 
dures under  which  we  could  participate  in  selected  clinical  trials. 

Frankly,  it  has  run  into  the  following  snag,  which  we  will  get  by, 
but  it  is  illustrative  of  some  of  the  problems  we  have.  Something 
like  80  percent  of  the  clinical  trials  underway  at  any  given  time  at 
the  National  Cancer  Institute,  which  has  far  and  away  the  most 
extensive  program  of  clinical  trials  in  the  NIH,  involved  the  tests 
of  new  cancer  drugs  which  would  be  administered  ordinarily  on  an 
outpatient  basis,  and  thus,  in  most  instances,  are  not  covered  by 
Medicare. 

But  we  have  talked  with  Dr.  Lenfant.  We  have  talked  with  folks 
at  other  NIH  institutes  about  building  on  the  lung  volume  reduc- 
tion model  to  more  systematically  and  more  routinely  participate  in 
clinical  trials  when  there  is  an  intervention  with  potentially  impor- 
tant implications  for  the  Medicare  population.  We  expect  to  be 
doing  a  lot  more  of  that  in  the  future. 

Mrs.  Johnson.  I  would  really  like  to  work  with  you  on  this  

Mr.  Vladeck.  OK. 

Mrs.  Johnson  [continuing].  Because  I  think  just  because  some- 
thing is  an  oral  treatment  does  not  mean  that  it  may  not  work  dif- 
ferently in  elderly  people  than  it  does  in  other  ages.  I  think  we 
need  the  information  that  clinical  trials  develop  in  order  to,  in  a 
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sense,  provide  the  public  guidance  on  drug  usage  that  clinical  trials 
are  supposed  to  provide  us  with. 

So  I  would  see  our  participating  in  that  as  something  we  would 
do  as  a  matter  of  public  interest  and  national  policymaking  than 
as  a  separate  decision  as  to  whether  after  the  clinical  trial  is  com- 
plete, we  are  going  to  cover  that  drug. 

So  if  there  is  a  legal  impediment  to  this,  I  would  like  to  know 
it,  because  I  have  had  legislation  in  this  area  for  a  couple  of  years, 
but  it  is  drawn  rather  broadly,  frankly.  But  I  would  like  to  make 
sure  we  address  this  because  our  experience  in  the  past  with  nar- 
rowly based  science  in  health  care  has  not  been  good. 

That  leads  me  into  my  other  issue  that  Mr.  Stark  raised  earlier, 
and  that  is  we  are  also  finding  oral  cancer  drugs  that  do  not  have 
any  IV  equivalent.  They  are  better  than  that.  But  it  does  seem  to 
me  that  we  need  to  focus  on  this  issue  and  address  it  legislatively, 
if  necessary,  of  cancer  treatments  that  are  either  the  equivalent  of 
or  better  than  the  IV  treatment,  and  if  they  are  less  costly,  at  least 
as  a  temporary  stopgap  measure,  I  think  we  need  to  address  that. 

I  understand  the  complexity  of  its  relationship  to  the  fact  that 
Medicare  does  not  cover  prescription  drugs,  but  if  not  having  the 
prescription  means  that  you  have  to  go  to  the  hospital  and  get  the 
IV  treatment  and  pay  the  extra  money  and  also  the  extra  inconven- 
ience and  possibly  not  have  as  good  an  effect,  I  think  we  have  to 
be  able  to  deal  with  that,  so  I  am  interested  in  trying  to  work  with 
you  

Mr.  VLADECK.  We  would  be  happy  to  try  to  work  with  you  on  ap- 
propriate language. 

Mrs.  Johnson  [continuing].  But  if  you  could  give  us  some  pro- 
posed language  and  meet  with  us,  there  are  at  least  two  of  us  here 
who  are  really  interested. 

Then  last,  let  me  just  point  out  to  you  a  bill  that  Connie  Morella 
has  put  in  for  a  number  of  years  and  I  am  a  cosponsor  of  having 
to  do  with  bone  density  screening.  Now,  we  pay  for  bone  density 
testing,  but  we  wrote  the  regulations,  I  think  it  was  in  1974,  and 
so  there  is  enormous  variation  across  the  country  in  access  for  sen- 
iors to  bone  density  treatment,  and  it  is  not  necessary.  We  know 
a  lot  about  this  now.  We  know  a  lot  about  the  difference  between 
being  on  a  hormone  therapy  and  not  on  hormone  therapy.  There 
is  a  pretty  good  body  of  knowledge  that  is  established  as  to  when 
bone  density  treatment  is  beyond  a  shadow  of  a  doubt  necessary. 

I  think  it  is  important  that  you  move  ahead  to  rewrite  those  reg- 
ulations and  get  it  out  there.  If  you  need  legislation  to  push  you, 
I  will  do  that,  but  otherwise,  we  are  already  paying,  so  this  is  prob- 
ably not  going  to  be  a  cost  item,  but  we  do  not  have  equal  access. 
We  do  not  have  a  science-based  approach. 

Mr.  VLADECK.  We  understand  that.  We  expect  within  the  next 
few  months  to  receive  both  a  technology  assessment  from  the  Agen- 
cy for  Health  Care  Policy  and  Research  and  some  proposed  cov- 
erage guidelines  from  the  National  Osteoporosis  Foundation,  and 
as  soon  as  we  have  those  two  documents  available  and  have  a 
chance  to  read  and  analyze  them,  it  is  our  intention  to  revise  the 
coverage  policy  for  bone  density  exams. 

Mrs.  Johnson.  I  would  urge  you  to  get  together  the  cosponsors 
of  that  legislation  so  that  we  can  see  if  there  is  any  way  that  you 
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need  us,  but  equally  important,  if  there  is  any  way  that  we  can 
help  to  disseminate  your  actions. 
Thank  you. 

Mr.  Vladeck.  We  should  have  more  information  on  that  for  you 
this  summer. 
Mrs.  Johnson.  Thank  you  very  much. 

Chairman  Thomas.  Thank  you,  folks.  Any  additional  questions 
for  the  panel? 

The  only  thing  that  I  am  concerned  about,  and  this  is  a  problem 
that  is  easy  to  voice  in  the  larger  sense,  and  I  am  looking  for  some 
indication  from  anybody  if  they  believe  a  study  could  deal  with  the 
quality  of  life  factor.  Everybody  talks  about  the  cost  of  medical 
intervention  in  a  timely  way  in  a  lifespan  structure,  and  if  we  can- 
not get  into  the  measurement  of  quality  versus  quantity,  how  do 
you  make  a  decision  on  a  cost-effective  basis?  If  you  do  it  between 
procedures  and  totally  disregard  the  age  and  the  ability  of  the  pa- 
tient to  receive  any  time  benefit  from  the  procedure,  it  is  fairly 
troubling  to  me. 

Dr.  Eisenberg,  was  there  any  indication  that  perhaps  a  quality 
of  life  factor  could  be  built  into  an  analysis  of  a  cost-effective  study? 

Dr.  Eisenberg.  Yes.  It  is  essential,  in  fact,  that  that  be  done.  I 
think  one  of  the  most  important  contributions  in  the  field  of  health 
services  research  in  the  past  decade  has  been  to  help  us  to  move 
from  simply  measuring  years  to  measuring  the  value  and  the  qual- 
ity of  those  years.  There  is  research  going  on  that  helps  us  to  use 
generic  measures  of  quality  and  disease-specific  or  condition- 
specific  measures  of  quality.  This  research  is  very  early,  but  early 
results  are  extremely  helpful.  In  fact,  in  this  study  of  lung  volume 
reduction  surgery,  there  are  quality  of  life  measures  that  are  being 
introduced  into  the  outcomes  assessment. 

Chairman  Thomas.  And  was  that  generally  accepted?  Was  it  a 
fight  to  get  it  in?  What  occurred  around  it? 

Dr.  Lenfant.  Mr.  Chairman,  I  am  really  so  pleased  to  hear  you 
ask  that  question,  which  is  an  extremely  important  one.  The  spe- 
cific trial  which  is  before  us  today,  as  Dr.  Eisenberg  mentioned,  in- 
cludes quality  of  life  measures.  They  were  very  easily  accepted  by 
the  participants,  because  everybody  knows  they  are  such  an  impor- 
tant element  in  this  kind  of  medicine. 

I  should  tell  you  that  in  many  of  the  clinical  trials  which  are 
sponsored  by  the  National  Institutes  of  Health,  quality  of  life  is  a 
standard  measure.  So  it  is  taken  into  consideration  and  we  look  for 
that  very,  very  carefully. 

Chairman  Thomas.  Well,  I  am  very  much  concerned  because  if 
we  cannot  get  the  kind  of  computerized  patient  records  for  out- 
comes research  on  a  comparison  of  various  procedures  and  the  cost 
effectiveness  of  it,  at  the  very  least,  I  think  we  should  begin  to  get 
an  age-based  reaction  to  those  very  procedures,  because  without  a 
solid  statistical  base  for  making  decisions,  if,  in  fact,  withholding 
of  medical  services  because  of  a  quality  of  life  factor  and  a  cost- 
effectiveness  one  is  one  that  is  supposed  to  be  made  on  the  floor 
of  the  House  or  the  floor  of  the  Senate,  I  can  assure  you  it  is  not 
going  to  be  done.  The  most  effective  way  would  be  between  the 
physician  and  the  patient  and  the  determination  of  whether  or  not 
it  is  going  to  be  paid  for  and  the  benefit  to  the  patient,  notwith- 


41 

standing  the  desire  to  do  it,  from  a  solid  statistical  base  of  whether 
or  not  they  are  ever  going  to  get  out  of  bed,  whether  or  not  they 
are  ever  going  to  carry  on  any  kind  of  normal  lifestyle  procedure. 

That,  to  me,  is  very  critical  in  moving  forward  in  a  comprehen- 
sive counseling  structure,  not  only  for  those  who  will  receive  the 
benefit  and  their  loved  ones  but  those  who  pay,  as  well. 

Mr.  Vladeck.  Absolutely. 

Chairman  Thomas.  Thank  you  very  much. 

Mr.  Vladeck.  Thank  you. 

Dr.  ElSENBERG.  Thank  you. 

Dr.  Lenfant.  Thank  you,  Mr.  Chairman. 

Chairman  Thomas.  There  was  no  controversy  surrounding  any  of 
these  subject  matters,  and  that  is  just  various  minor  adjustments. 
My  assumption  is  this  next  panel  might  indicate  that  there  is  a  bit 
more  controversy  than  would  otherwise  be  the  case. 

The  second  panel  consists  of  Dr.  David  Gollaher,  president  and 
chief  executive  officer,  California  Healthcare  Institute  in  La  Jolla; 
Ted  R.  Mannen,  executive  vice  president  of  Health  Industry  Manu- 
facturers Association;  Dr.  David  Sheridan,  Medicare  medical  direc- 
tor of  the  Palmetto  Government  Benefits  Administrators  of  Blue 
Cross  and  Blue  Shield  of  South  Carolina  for  the  Blue  Cross  and 
Blue  Shield  Association;  and  Dr.  Joel  Cooper,  who  is  chairman  of 
Thoracic  Surgery,  Washington  University  School  of  Medicine  in  St. 
Louis,  Missouri. 

I  would  tell  each  of  you  that  any  written  testimony  you  have  will 
be  made  a  part  of  the  record,  and  you  can  address  the  panel  in  any 
way  you  see  fit  for  the  time  that  you  have.  Why  do  we  not  start 
with  Dr.  Gollaher  and  then  just  move  across  the  panel. 

STATEMENT  OF  DAVID  L.  GOLLAHER,  PH.D.,  PRESIDENT  AND 
CHIEF  EXECUTIVE  OFFICER,  CALIFORNIA  HEALTHCARE 
INSTITUTE,  LA  JOLLA,  CALIFORNIA 

Mr.  Gollaher.  Thank  you  very  much,  Mr.  Chairman,  distin- 
guished Members.  I  am  glad  to  see  your  Subcommittee  addressing 
what  I  think  is  a  central,  core  issue  in  American  health  care  for 
the  Medicare  Program  and  for  the  rest  of  health  care,  as  well. 

I  am  the  president  of  the  California  Healthcare  Institute,  which 
is  a  research  and  policy  organization  based  in  California  that  rep- 
resents some  150  companies  and  universities  who  have  one  thing 
in  common,  which  is  their  commitment  to  medical  innovation,  ei- 
ther discovering  or  developing  for  the  marketplace  inventions  that 
solve  unmet  medical  needs — AIDS,  Alzheimer's,  cardiovascular  dis- 
ease, breast  cancer,  and  so  many  other  diseases. 

California  is  a  laboratory  for  biomedical  innovation,  but  it  is  also 
a  living  laboratory  for  health  care  delivery  experimentation,  the 
most  advanced  managed  care  market  in  the  world. 

Let  me  just  say,  by  way  of  personal  disclosure,  that  I  currently 
represent  companies  and  universities  that  are  engaged  in  bio- 
medical innovation,  but  I  spent  some  part  of  my  life  as  an  execu- 
tive of  the  Scripps  Clinic  and  Research  Foundation.  When  I  joined 
Scripps  in  1985,  we  had  5,000  HMO  enrollees.  When  I  left  in  1990- 
91,  we  had  85,000.  It  was  part  of  my  responsibility  when  I  was 
there  to  manage  managed  care  and  I  have  the  scars  to  prove  it.  It 
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was  a  most  painful  and  difficult  transition,  yet  it  reflects  a  lot  of 
what  is  going  on  within  American  health  care. 

I  must  also  say,  as  part  of  my  experience,  we  brought  up  Scripps' 
first,  and  one  of  San  Diego  County's  first,  Medicare  HMOs,  and  my 
parents  were  enrollees  number  one  and  number  two  in  that  pro- 
gram. So  watching  them  progress  over  the  past  several  years  and 
use  a  great  many  health  care  services  has  given  a  living  quality  to 
my  own  experience  as  someone  who  deals  with  health  care  policy. 

Now,  managed  care  poses  a  novel  set  of  concerns  about  medical 
technologies  and  patients'  access  to  state-of-the-art  medical  treat- 
ment. For  all  the  reasons  that  other  witnesses  have  described,  and 
particularly  the  financial  incentives  that  are  inherent  in  capitation, 
an  ugly  word,  but  the  idea  in  which  a  set  fee  is  paid  for  all  health 
care  services  for  a  group  of  people,  no  matter  how  many  or  how  few 
they  actually  use. 

It  is  one  thing  for  physicians  in  the  old  fee-for-service  system  to 
try  something  that  just  might  work  when  the  procedure  is  going  to 
be  paid  for  by  an  insurance  company,  and  it  is  quite  another  when 
the  costs  come  out  of  the  pockets  of  the  physicians  themselves.  The 
attitudinal  shift  is  enormous,  as  one  might  expect. 

People,  patients,  are  aware  of  this  and  aware  that  economic  in- 
centives influence  all  of  our  decisions,  physicians  as  well  as  the  rest 
of  us,  and  there  has  naturally  arisen  a  widespread  fear,  which  has 
been  inflated  by  stories  on  the  front  pages  of  the  media,  that  many 
of  the  most  advanced,  most  promising  diagnostics,  medicines,  and 
medical  devices  might  be  unavailable  simply  because  it  is  in  the  fi- 
nancial interest  of  an  HMO  or  an  HMO  doctor  not  to  use  that  tech- 
nology. 

With  respect  to  Medicare  coverage,  this  would  seem  to  be  a  com- 
paratively easier  problem  to  solve  than  in  the  private  sector,  be- 
cause, as  Mr.  Vladeck  pointed  out  earlier,  medical  necessity  is  at 
the  heart  of  the  Medicare  contract  from  the  beginning  and  man- 
aged care  plans,  as  well  as  others,  are  obligated  to  provide  medi- 
cally necessary  or  medically  appropriate  services. 

The  difficulty,  though,  of  course,  is  that  medical  necessity  and 
medical  appropriateness  are  notoriously  imprecise  and  ill-defined 
terms.  In  an  ideal  world,  a  patient  would  appear  before  a  physician 
with  distinct,  intelligible  symptoms.  The  physician  would  make  a 
definite  diagnosis,  select  a  scientifically  proven  therapeutic  inter- 
vention, and,  finally,  observe  an  outcome. 

Unfortunately,  the  real  world  of  health  care  does  not  resemble 
this  model  at  all.  As  the  eminent  scientist  and  physician  Louis 
Thomas  once  said,  "Medicine  is  the  youngest  science,"  and  by  this 
he  meant  that  our  ability  to  apply  scientific  methods  to  clinical 
care,  above  all,  to  connect  a  specific  outcome  to  a  specific  thera- 
peutic intervention,  that  science  is  still  in  its  infancy. 

The  main  reason  for  this  is  not  that  we  lack  talented  scientists 
but  that  variations  in  the  way  doctors  practice  medicine,  combined 
with  enormous  differences  in  individual  patients,  even  though  we 
use  the  same  word  for  their  disease,  limit  our  ability  to  generalize 
about  what  is  best,  about  what  works  and  what  does  not  work. 

So  technologies  are  the  essential  tools  of  medicine,  but  in  the 
clinic,  the  art  of  medicine  consists  in  the  physicians  choosing  the 
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best  tool  among  many  alternatives  in  light  of  his  or  her  own  experi- 
ence, the  patient's  individual  condition  and  individual  preferences. 

As  Dr.  Eisenberg  mentioned,  benign  prostatic  hyperplasia,  BPH, 
which  is  an  enlargement  of  the  prostate  that  affects  millions  of 
men  covered  by  Medicare,  the  symptoms  range  widely  for  this  dis- 
order, from  mildly  irritating  to  severe,  and  there  are  literally  doz- 
ens of  treatments  that  are  now  available,  ranging  from  surgery  to 
radiation  therapy  to  a  new  generation  of  drugs  for  this  disorder. 
But  in  many  cases,  men,  with  their  doctors'  approval,  may  delay 
any  treatment  at  all,  watching  to  see  whether  their  symptoms  get 
better  or  worse,  living  with  their  symptoms. 

In  the  case  of  BPH,  as  for  so  many  other  conditions,  there  is  not 
one  medically  appropriate  technology  but  many,  and  it  seems  to  me 
that  Medicare's  proper  role  in  this  confusing  muddle  is  to  make 
sure  physicians  and  patients  are  free  to  choose  the  approach  or  the 
technology  that  suits  them  best.  Certainly,  Medicare  should  not  at 
this  point  of  our  state  of  knowledge  be  in  the  business  of  dictating 
one  marginal  technology  over  the  other.  The  Government  is  poorly 
equipped  to  practice  medicine. 

But  on  the  other  hand,  with  the  Government  paying  the  bill,  we 
share  a  collective  interest  in  demanding  that  Medicare  get  its  best 
value  for  the  money,  and  that  is  something  that  is  clearly  the  re- 
sponsibility of  the  agencies  that  manage  this  important  program. 

In  California  during  the  past  year,  in  order  to  help  managed  care 
manage  better,  two  important  things  have  happened,  and  I  can  ad- 
dress those  quickly. 

The  first  is  that  much  pressure  within  the  State  legislature  has 
gone  to  strengthen  disclosure  and  to  make  disclosure  a  dynamic 
process  so  that  patients  know  what  the  rules  are,  what  standards 
apply  to  the  treatment  decisions,  practice  guidelines,  and  so  forth. 
This  is  essential,  partly  to  gain  the  confidence  of  patients  and  phy- 
sicians in  the  system  and  partly  to  make  sure  that  patients  have 
access  to  the  full  range  of  medical  knowledge  about  not  only  their 
treatment  and  condition  but  about  the  practice  standards  and  ap- 
proach that  physicians  are  using  to  their  disease,  which  leads  to 
the  second  point,  having  to  do  with  the  timely  impartial  appeals 
process. 

This  has  already  been  mentioned,  but  in  California,  we,  in  con- 
junction with  the  California  Medical  Association,  successfully  spon- 
sored legislation  last  year  to  establish  a  third-party  appeals  process 
in  cases  in  which  patients  are  denied  coverage  on  the  basis  of  a 
technology  being  considered  experimental  or  investigational.  Pa- 
tients are  smarter  than  ever  before  about  their  conditions  and  their 
diseases  and  are  much  more  demanding  of  leading-edge  tech- 
nologies, and  they  need  the  right  to  seek  those  technologies  where 
they  think  they  may  apply. 

Finally,  I  would  like  to  make  a  brief  comment  about  the  role  of 
Federal  agencies  in  evaluating  technologies  with  respect  to  Medi- 
care coverage.  Within  our  industry,  the  producers  of  medical  tech- 
nologies, the  main  experience  has  been  with  the  Food  and  Drug 
Administration,  which  does  set  a  gold  standard  for  determining  the 
safety  and  effectiveness  of  drugs  and  devices  but  also  is  often 
viewed  as  overly  bureaucratic  and  overly  slow  in  getting  new  medi- 
cines and  new  medical  devices  to  market. 
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To  expand  the  role  of  the  FDA  or  any  other  agency  into  this  im- 
portant area  of  cost  effectiveness,  of  technology  assessment  with  re- 
spect to  insurance  coverage,  threatens  to  create  exactly  the  choke 
point,  exactly  the  type  of  barrier  to  new  technologies  that  people 
most  fear  in  HMOs. 

Thank  you. 

[The  prepared  statement  follows:] 

Statement  of  David  L.  Gollaher,  Ph.D.,  President  and  Chief  Executive 
Officer,  California  Healthcare  Institute,  La  Jolla,  California 

Mr.  Chairman  and  Distinguished  Members: 

My  name  is  David  Gollaher,  and  I'm  the  President  of  the  California  Healthcare 
Institute,  a  research  and  public  policy  organization  representing  some  150  compa- 
nies and  universities  with  one  thing  in  common:  a  deep  commitment  to  medical  in- 
novation. Patients  hope  and  expect  that  companies  like  the  ones  we  represent  will 
soon  offer  solutions  to  our  greatest  unmet  medical  needs — AIDS,  Alzheimer's,  car- 
diovascular disease,  breast  cancer,  and  so  many  others. 

Today  health  care  in  California,  and  across  the  nation,  is  the  midst  of  a  profound 
transformation.  Generally  speaking,  this  transformation  stems  from  the  desire  of 
those  pay  most  of  the  nation's  health  care  bills — namely,  employers  and  govern- 
ments— to  rein  in  their  budgets.  In  many  cases,  the  mechanism  they've  chosen  to 
control  costs  is  managed  care.  While  there  are  many  species  of  managed  care,  they 
have  one  characteristic  in  common.  Essentially  managed  care  shifts  the  financial 
risk  for  medical  care  away  from  payers  and  patients  and  places  it  squarely  on 
health  care  providers,  mainly  doctors,  hospitals  and  so  forth.  The  best  known  man- 
aged care  companies  are  health  maintenance  organizations,  HMOs,  who  typically 
pay  physicians  and  hospitals  a  set  monthly  amount  to  take  care  of  a  group  of  pa- 
tients, no  matter  how  little  or  how  much  medical  care  they  actually  use. 

Managed  care  poses  a  novel  set  of  concerns  about  medical  technologies  and  pa- 
tients' access  to  state-of-the  art  medical  treatment.  In  the  Medicare  program,  as  in 
the  private  sector,  the  HMO  system  of  fixed  Or  "capitated"  reimbursement  creates 
clear  and  present  economic  incentives  to  restrict  the  use  of  medical  technologies, 
particularly  if  the  technology  is  costly  and  its  potential  benefit  to  the  patient  is  un- 
certain. It's  one  thing  for  physicians  to  try  something  that  just  might  work  when 
the  procedure  will  be  paid  for  by  an  insurance  company.  It's  quite  another  when  the 
costs  must  be  directly  absorbed  by  the  physicians  themselves. 

People's  common  sense  awareness  that  economic  incentives  influence  physicians' 
decisions  has  given  rise  to  widespread  fear,  inflated  by  stories  in  the  media,  that 
some  of  the  most  advanced,  most  promising  diagnostics,  medicines,  and  medical  de- 
vices might  be  unavailable  simply  because  it  is  in  the  financial  interest  of  an  HMO 
or  an  HMO  doctor  not  to  use  them. 

With  respect  to  Medicare  coverage,  this  might  seem  to  be  an  easy  problem  to  ad- 
dress through  regulation.  After  all,  the  heart  of  Medicare  insurance  is  the  principle 
that  the  program  will  pay  for  services  deemed  "medically  necessary"  or  "medically 
appropriate."  And  HMOs  that  contract  with  Medicare  are  legally  bound  to  provide 
such  services. 

The  difficulty,  however,  is  that  the  concepts  of  medical  necessity  and  medical  ap- 
propriateness are  notoriously  imprecise  and  ill-defined.  In  an  ideal  world,  a  patient 
would  appear  before  a  physician  with  distinct,  intelligible  symptoms.  The  physician 
would  make  a  definite  diagnosis,  select  a  scientifically  proven  therapeutic  interven- 
tion, and  finally  observe  a  clear  result. 

Unfortunately  the  real  world  of  health  care  scarcely  resembles  this  model.  The 
eminent  physician  and  scientist  Lewis  Thomas  once  called  medicine  "the  youngest 
science."  And  by  this  he  meant  that  our  ability  to  apply  the  scientific  method  to  clin- 
ical care — above  all,  to  connect  a  particular  treatment  precisely  to  a  particular  re- 
sult was,  and  still  is,  in  its  infancy. 

The  main  reason  for  this  is  not  that  we  lack  talented  scientists,  but  that  vari- 
ations in  the  way  different  doctors  practice  medicine,  combined  with  enormous  dif- 
ferences in  individual  patients,  limit  our  ability  to  generalize  about  what  is  best, 
about  what  works  and  what  doesn't.  In  the  clinic,  technologies  are  the  essential 
tools  of  medicine.  The  art  of  medicine  consists  in  a  physician's  choosing  the  best  tool 
in  light  of  his  or  her  own  experience,  the  patient's  individual  condition  and,  impor- 
tantly, the  patient's  individual  preferences. 

Take  benign  prostatic  hyperplasia,  for  example.  BPH  is  an  enlargement  of  the 
prostate  that  affects  millions  of  men  covered  by  Medicare.  The  symptoms  range 
widely,  from  mildly  irritating  to  severe.  And  there  are  a  number  of  treatments:  sur- 
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gery,  radiation,  a  new  generation  of  drugs.  In  many  cases  men,  with  their  doctors' 
approval,  may  delay  any  treatment  at  all,  watching  to  see  whether  their  symptoms 
get  better  or  worse.  In  the  instance  of  BPH,  as  for  so  many  conditions,  there  is  not 
one  medically  appropriate  technology,  but  several. 

It  seems  to  me  that  Medicare's  proper  role  is  to  ensure  that  physicians  and  pa- 
tients are  free  to  chose  the  approach,  or  the  technology,  that  suits  them  best.  Cer- 
tainly it  should  not  be  to  dictate  one  technology  over  another.  Government  is  poorly 
equipped  to  practice  medicine.  On  the  other  hand,  when  government  is  paying  the 
bill,  we  all  snare  a  collective  interest  in  demanding  that  Medicare  get  the  best  pos- 
sible value  for  money. 

One  of  the  consequences  of  managed  care  has  been  increasing  pressure  to  define 
value  in  health  care,  and  to  employ  various  management  techniques — carrots  and 
sticks — to  encourage  physicians  and  patients  to  use  high  value  technologies.  As 
managed  care  organizations  have  grown  in  size  and  complexity  they  have  spent  mil- 
lions of  dollars  trying  to  sort  out  those  technologies  that  provide  the  best  value,  and 
have  adopted  practice  guidelines  to  promote  their  use.  The  drive  for  consistency  is 
a  natural  byproduct  of  management.  And  so  long  as  the  drive  for  consistency  is 
linked  to  providing  better  quality  medical  care,  it  benefits  everyone. 

The  best  managed  care  organizations  understand  that  medical  quality  and  cost 
control  are  not  incompatible.  Doing  what  is  best  for  the  patient,  even  if  it  is  expen- 
sive in  the  short  run,  leads  to  better  outcomes,  higher  levels  of  patient  satisfaction, 
better  morale  on  the  part  of  physicians. 

At  the  state  level,  there  have  been  a  variety  of  approaches  to  using  the  regulatory 
process  to  make  managed  care  organizations  accountable  for  the  way  they  make 
clinical  decision,  the  incentives  they  use  to  shape  physician  behavior,  and  the  way 
they  communicate  with  patients.  In  California,  the  nation's  most  advanced  labora- 
tory when  it  comes  to  managed  care,  two  important  principles  have  emerged. 

1.  Disclosure  is  crucially  important.  The  standards,  practice  guidelines,  coverage 
limitations,  and  so  forth,  that  managed  care  organizations  use  should  not  be  a  black 
box.  Patients  and  their  doctors  should  know  what's  covered  and  what's  available. 
Moreover,  disclosure  should  be  active  not  passive.  That  is,  the  rules  should  not  be 
fine  print,  but  communicated  dynamically,  when  they  are  relevant  to  treatment  de- 
cisions. 

2.  A  timely  appeals  process  for  coverage  denials  is  essential.  Confidence  depends 
on  a  sense  oi  fairness  and  due  process.  In  California  last  year  our  group,  along  with 
the  California  Medical  Association,  successfully  sponsored  legislation  to  establish  a 
third-party  appeals  process  in  cases  in  which  patients  are  denied  coverage  on  the 
basis  of  a  medical  technology's  being  considered  experimental. 

In  regard  to  leading-edge  technologies,  it  seems  fitting  that  the  federal  govern- 
ment increase  its  commitment  to  clinical  research,  just  as  it  sponsors  basic  life 
sciences  research  and  graduate  medical  education.  The  recent  debate  over  the  value 
of  routine  mammography  in  women  under  50  year  old  to  screen  for  breast  cancer 
is  a  perfect  example  of  a  crucial  medical  question  that  can  only  be  fully  addressed 
with  sufficient  federal  data  and  federal  sponsorship. 

By  the  same  token,  the  Food  and  Drug  Administration  performs  a  unique,  essen- 
tial function  in  reviewing  new  technologies  for  safety  and  efficacy.  From  the  perspec- 
tive of  Medicare,  FDA  approval  (which  is  in  fact  a  very  high  standard)  should  be 
all  that  is  necessary  for  a  product  to  take  its  place  among  the  many  tools  available 
to  doctors  and  their  patients.  The  application  of  the  tool  constitutes  the  practice  of 
medicine,  that  is,  a  matter  to  be  decided  within  the  context  of  the  physician-patient 
relationship. 

In  this  budget  season,  it  is  worth  noting  that  the  FDA  has  made  strides  of  late, 
becoming  more  efficient  in  the  process  of  reviewing  new  drugs  and  devices.  It  re- 
mains critically  important  that  Congress  pass  legislation  this  year  to  modernize  the 
Agency  and  appropriate  full  funding  so  that  the  Agency  retains  the  people  necessary 
to  do  the  work.  Since  the  FDA  has  been  unable  to  meet  its  statutory  review  times 
for  new  technologies,  it  seems  wholly  inappropriate  for  the  Agency  to  expand  its 
mission  into  major  new  areas,  for  example,  analyzing  the  cost-effectiveness  of  drugs 
and  devices.  This  task  is  better  left  to  the  market. 

While  there  is  an  enormous  amount  of  work  to  be  done  to  improve  our  under- 
standing of  costs  and  benefits,  of  the  outcomes  of  different  clinical  interventions, 
and  of  patient  preferences,  the  producers  of  new  medical  technologies  rightly  worry 
about  a  large,  programmatic  incursion  of  government  agencies  into  these  areas. 
They  worry  because  their  experience  of  the  FDA  is  all  too  often  an  experience  of 
an  unwieldy,  unresponsive  bureaucracy,  seemingly  indifferent  to  the  urgency  of 
speeding  new  technologies  to  waiting  patients.  As  much  as  we  need  for  the  youngest 
science  to  advance,  we  fear  that  the  wrong  kind  of  government  involvement  could 
create  new  barriers  to  innovation.  Indeed,  the  interposition  of  new  federal  agencies 
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into  the  process  of  evaluating  medical  technologies  in  regard  to  Medicare  coverage 
threatens  to  recreate  exactly  the  kinds  of  obstacles  for  patient  access  to  new  drugs 
and  medical  devices  that  people  fear  in  HMOs. 


Mrs.  Johnson  [presiding].  Thank  you  very  much. 
Mr.  Mannen. 

STATEMENT  OF  TED  R.  MANNEN,  EXECUTIVE  VICE 
PRESIDENT,  HEALTH  CARE  SYSTEMS,  HEALTH  INDUSTRY 
MANUFACTURERS  ASSOCIATION 

Mr.  Mannen.  I  am  Ted  Mannen,  an  executive  vice  president  of 
HIMA,  the  Health  Industry  Manufacturers  Association.  HIMA  rep- 
resents companies  that  make  medical  devices,  diagnostic  products, 
and  health  care  information  systems,  and  we  very  much  appreciate 
the  chance  to  testify  today.  We  commend  the  Subcommittee  for 
bringing  attention  to  this  important  issue  of  Medicare  coverage. 

You  have  our  written  statement  in  which  we  suggest  ways  for 
modernizing  and  improving  the  Medicare  coverage  process.  Today, 
now  that  I  have  reviewed  some  of  the  other  statements,  I  thought 
I  might  make  my  oral  comments  a  little  more  targeted. 

First,  we  agree  with  the  point  made  in  HCFA's  statement  that 
Medicare  should  make  coverage  decisions  and  modify  them  when- 
ever necessary  to  reflect  new  findings  and  data.  However,  I  would 
like  to  add  our  own  perspective  to  that,  and  I  would  like  to  use  a 
specific  example  to  show  you  how  this  attempt  to  keep  up  with 
changing  information  plays  out  in  practice. 

The  example  I  would  like  to  use  is  a  technology  called  magnetic 
resonance  angiography,  or  MRA.  MRA  allows  physicians,  in  effect, 
to  see  the  blood  as  it  flows  through  the  body.  This  helps  medical 
professionals  make  better  decisions. 

In  1995  Medicare  covered  MRA  on  a  very  limited  basis.  In  Au- 
gust 1996,  based  on  new  information,  HCFA  said  it  had  decided  to 
expand  coverage  of  MRA  to  the  lower  limbs  of  the  body,  and  the 
purpose  of  that  is  to  allow  judgments  to  be  made  as  to  whether 
Medicare  beneficiaries  need  to  undergo  bypass  surgery.  Yet  today, 
8  months  after  HCFA  said  it  was  expanding  coverage,  not  one 
Medicare  patient  has  benefited  from  this  purported  expansion.  And 
that  is  because  Medicare  has  not  given  its  local  contractors  the  re- 
quired instructions  to  actually  implement  this  change. 

So  please  understand,  we  are  talking  here  about  a  technology 
that  HCFA  agrees  should  be  covered,  yet  it  is  not  covered.  And  it 
has  been  8  months  now  and  beneficiaries  of  Medicare  have  not  had 
access  to  this  particular  technology. 

The  second  area  is  technology  assessment.  HCFA  says  the  cov- 
erage process  now  includes  technology  assessments  that  are  state 
of  the  art.  HIMA  certainly  supports  sound  technology  assessments, 
but  our  concern  is  that  the  assessments  done  for  Medicare  coverage 
often  operate  to  delay  patient  access  to  beneficial  technologies. 

For  example,  according  to  an  HHS  study,  the  technology  assess- 
ment on  shock  wave  lithotripsy  for  kidney  stones  took  560  days, 
the  assessment  on  implantable  chemotherapy  infusion  pumps  took 
1,272  days,  and  the  assessment  on  magnetic  resonance  imaging 
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took  1,288  days.  I  should  point  out  that  these  time  periods  are  for 
the  technology  assessments  alone.  They  do  not  include  the  addi- 
tional time  required  to  actually  make  the  coverage  decision. 

Finally,  let  me  just  say  a  word  about  so-called  category  B  de- 
vices. Now,  these  are  certain  devices  that  are  used  in  FDA- 
approved  clinical  trials.  These  are  devices  for  which,  as  HCFA  puts 
it,  the  fundamental  issues  of  safety  and  effectiveness  have  already 
been  resolved.  In  its  statement,  HCFA  says  that  category  B  devices 
are  eligible  for  Medicare  coverage  while  they  are  being  studied  for 
incremental  risk. 

In  our  statement,  we  describe  a  new  and  very  promising  laser 
treatment  called  transmyocardial  revascularization,  or  TMR.  This 
procedure  involves  a  category  B  device,  but  contrary  to  HCFA's 
statement,  this  device  is  not  eligible  for  Medicare  coverage.  In- 
stead, HCFA  has  told  its  local  contractors  that  they  are  not  allowed 
to  determine  whether  to  reimburse  for  this  procedure. 

This  decision  was  made  by  HCFA's  Technology  Advisory  Commit- 
tee, or  TAC,  and  I  should  just  point  out  that  TAC  meetings  are 
closed,  the  issues  under  review  at  the  meetings  are  not  disclosed 
in  advance,  and  the  decisions  made  at  the  meetings  are  barely  dis- 
closed afterward.  If  you  look  at  the  Web  site  of  HCFA,  you  will  find 
that  the  minutes  on  that  site  for  the  TAC  meetings  are  at  least 
several  months  out  of  date,  and  I  think  they  have  missed  at  least 
a  couple  of  meetings. 

It  is  this  process  that  HCFA  uses  to  make  decisions  on  treat- 
ments like  TMR,  and  it  is  treatments  like  TMR  where  the  rubber 
really  meets  the  road. 

I  want  to  emphasize  that  we  are  not  talking  here  about  abstrac- 
tions. We  are  talking  about  real  Medicare  patients.  In  the  case  of 
TMR,  these  are  patients  that  have  end-stage  heart  disease.  These 
are  patients  for  whom  all  other  treatment  have  failed.  They  face 
pain,  repeated  hospitalization,  and  the  threat  of  death.  Yet  with 
TMR,  if  they  had  access  to  it,  they  would  face  the  prospect  of  life. 

So  for  these  and  other  reasons,  we  believe  that  the  Medicare  cov- 
erage process  should  be  improved  and  modernized  along  the  lines 
we  suggest  in  our  written  statement.  We  stand  ready  to  work  with 
the  Subcommittee  and  with  HCFA  to  do  this,  and  we  very  much 
appreciate  the  chance  to  be  here  today. 

[The  prepared  statement  follows:] 

Statement  of  Ted  R.  Mannen,  Executive  Vice  President,  Health  Care 
Systems,  Health  Industry  Manufacturers  Association 

Mr.  Chairman,  my  name  is  Ted  Mannen.  I  am  Executive  Vice  President,  Health 
Care  Systems,  for  the  Health  Industry  Manufacturers  Association,  known  as 
"HIMA." 

HIMA  is  composed  of  some  700  manufacturers  of  medical  devices,  diagnostic  prod- 
ucts, and  health  information  systems.  While  HIMA  represents  many  of  the  indus- 
try's largest  firms,  our  membership  is  principally  made  up  of  smaller  companies — 
the  kinds  of  companies  that  frequently  incubate  new  technologies. 

HIMA  very  much  appreciates  the  opportunity  to  testify  today.  In  our  testimony, 
we  would  like  to  leave  you  with  three  points: 

First:  "Quality" — a  watchword  in  today's  health  care  debate — cannot  be  a  reality 
in  Medicare  unless  there  is  a  sound  process  for  covering  new  technologies  and  medi- 
cal procedures. 

Second:  The  current  Medicare  coverage  process  could  be  significantly  improved 
and  modernized  so  that  decisions — and  patient  access  to  new  technology — occur  in 
a  more  timely  fashion. 
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Third:  The  growth  of  managed  care  within  Medicare  presents  new  questions  con- 
cerning the  coverage  process,  chief  among  them:  How  well  does  the  process  assure 
quality — through  timely  access  to  medical  advances — for  Medicare's  managed  care 
enrollees? 

Relationship  Between  Coverage  and  Quality 

"Quality"  is  a  word  we  often  hear  in  health  care  these  days.  We  hear  it  in  connec- 
tion with  gag  clauses,  access  to  emergency  rooms  and  specialists,  and  so-called 
"drive-by  deliveries" — important  issues,  all. 

But  at  its  core  "quality"  must  surely  include  something  more.  It  must  surely  in- 
clude the  kinds  of  tools  that  medical  professionals  have  available  to  help  them  help 
their  Medicare  patients.  And  the  "portal"  through  which  these  tools  must  pass,  as 
they  make  their  route  to  professionals  and  patients,  is  the  Medicare  coverage  proc- 
ess. For  it  is  this  process  in  which  Medicare  decides  whether  a  technology  will  be 
eligible  to  be  used  in  the  program  at  all. 

If  the  coverage  portal  is  not  functioning  properly — if  approval  is  slow  or  wrongly 
denied — then  patients  will  not  have  access  to  beneficial  new  techniques  that  might 
improve  or  save  their  lives.  This  result  is  not  an  abstraction;  it  translates,  tangibly 
and  concretely,  into  a  heart  attack  that  is  not  treated,  into  a  cancer  that  is  not  pre- 
vented, into  pain  that  is  not  alleviated.  And  in  each  of  these  cases,  Mr.  Chairman, 
a  direct  blow  has  been  struck  against  quality  care. 

For  these  reasons,  then,  genuine  quality  in  Medicare  requires  a  smoothly  func- 
tioning coverage  process.  This  process — however  technical  and  arcane  it  may 
sound — deserves  our  ingenuity,  our  creativity,  and  our  energy. 

Today's  hearing  shows  the  Subcommittee's  concern  about  this  topic.  We  thank  you 
for  that,  and  we  applaud  you  for  your  leadership. 

Modernizing  Medicare  Coverage 

Let  me  now  outline  some  of  the  elements  that  we  believe  are  essential  for  assur- 
ing the  kind  of  Medicare  coverage  process  that  yields  quality  care. 

Timeliness  of  Decision  Making 

We  believe  that  one  of  the  most  important  ingredients  is  timeliness — how  prompt- 
ly the  Medicare  program  makes  coverage  decisions  affecting  patient  access  to  medi- 
cal technologies. 

Timeliness,  in  turn,  can  hinge  on  how  efficiently  the  process  itself  functions.  The 
mechanics  of  the  coverage  process  involve  the  Health  Care  Financing  Administra- 
tion, its  local  and  regional  contractors,  and,  in  some  cases,  the  Agency  for  Health 
Care  Policy  &  Research. 

"Mechanics"  and  "process"  may  sound  mundane,  but  let  me  assure  you  that  their 
implications  for  beneficiaries  are  not.  For  example,  for  national  coverage  decisions 
involving  a  formal  technology  assessment,  the  assessment  alone  can  take  an  average 
of  more  than  two  years.  During  this  period,  many  local  Medicare  contractors  deny 
pavment  for  the  technology  under  review. 

Similarly,  the  process  for  making  coverage  decisions  at  the  local  and  regional  lev- 
els can  be  unclear,  unpredictable,  and  slow.  For  example,  some  regional  decisions 
on  coverage  of  durable  medical  equipment  can  take  three  years. 

In  sum,  then,  the  process  itself  can  affect  timeliness  and  patient  access  to  medical 
advances. 

"Experimental"  and  "Standard"  Care 

Timeliness  is  also  a  function  of  the  criteria  and  assumptions  that  underlie  cov- 
erage decisions.  One  such  assumption  goes  to  the  very  heart  of  patient  access  to 
technology:  the  assumed  distinction  between  "experimental"  and  "standard"  care. 

Historically,  these  terms  have  had  significant  meaning  in  coverage  policy — a  "line 
in  the  sand,"  if  you  will,  that  had  important  consequences  for  patients.  A  technology 
on  the  "standard"  side  of  the  line  was  covered  by  a  patient's  insurance;  a  technology 
on  the  "experimental"  side  was  not.  This  was  a  decision  tree  with  only  two 
branches — and  they  were  rigid  branches,  at  that. 

We  believe  that  this  way  of  thinking  is  fast  on  its  way  out  and  that  a  new,  mod- 
ern view  of  technology  is  beginning  to  take  hold.  Let  me  illustrate  by  giving  you 
three  brief  examples  from  the  recent  literature: 

•  University  of  Texas  professor  Stanley  Reiser  likens  medical  technologies  to 
trains  that  shuttle  "in  an  oscillating  motion  .  .  .  between  standard  and  experimental 
stations."  As  a  way  to  address  this  fact,  he  outlines  a  new  zone  of  hybrid  technology 
that  he  calls  "crossover  therapy."  ("Criteria  for  Standard  Versus  Experimental  Ther- 
apy," Health  Affairs,  Summer  1994.) 
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•  Earl  Steinberg,  Sean  Tunis,  and  David  Shapiro  cite  "the  need  to  balance  several 
legitimate  but  conflicting  social  objectives"  in  making  decisions  on  experimental 
care.  They  advocate  coverage  for  certain  kinds  of  experimental  care,  which  they  call 
"special-priority"  technologies.  ("Insurance  Coverage  for  Experimental  Technologies," 
Health  Affairs,  Winter  1995.) 

•  Associate  HCFA  Administrator  Kathleen  Buto  points  out  that  "HCFA  could  con- 
sider changes  that  will  make  promising  therapies  available  earlier  and  lead  to  bet- 
ter data  on  use  and  patient  outcomes."  As  possible  approaches,  she  suggests  consid- 
eration of  "limited  coverage"  and  a  clinical  research  fund.  ("How  Can  Medicare  Keep 
Pace  With  Cutting-Edge  Technology?"  Health  Affairs,  Summer  1994.  Views  ex- 
pressed were  those  of  author;  no  endorsement  by  HCFA  was  intended  or  should  be 
inferred.) 

What  we  take  from  these  examples  is  a  new,  more  modern  middle  ground  in 
which  the  question  is  no  longer:  "On  which  side  of  the  experimental/standard  line 
does  a  technology  fall?"  Instead,  the  question  is  becoming:  "How  do  we  best  identify 
the  uses  of  technology  that  are  appropriate?" 

This  more  modern  appreciation  of  clinical  reality  can  greatly  improve  quality  of 
care.  For  it  suggests  a  more  sophisticated  view  of  how  the  timing  of  coverage  deci- 
sions can  affect  the  timeliness  of  patient  access  to  medical  advances. 

Coverage  Policy  Consistent  with  Device  Innovation 

The  timing  of  decisions — identifying  when  in  a  technology's  development  to  decide 
coverage — is  especially  important  for  device  technology.  That's  because  of  the  special 
nature  of  device  innovation.  Development  of  devices  is  an  iterative,  interactive  proc- 
ess in  which  "revolutions"  are  the  direct  result  of  incremental  "evolutions." 

In  cardiovascular  therapy,  for  example,  there  has  been  a  series  of  continual  im- 
provements, from  vascular  grafts  and  the  first  pacemakers  in  the  1950s;  to  mechani- 
cal heart  valves  in  the  1960s;  to,  today,  implantable  defibrillators  that  help  keep 
alive  patients  at  risk  for  sudden  cardiac  death.  While  each  of  these  advances  is  dra- 
matic in  its  own  right,  none  would  have  been  possible  without  earlier,  iterative  evo- 
lutions in  the  technology. 

A  coverage  process  timed  to  discourage  technology  early  in  its  development 
cycle — before  its  full  uses  can  be  foreseen — will  short-circuit  quality  and  short- 
change patients.  Instead,  we  need  a  practical  means  for  efficiently  introducing  de- 
vice technologies  and  encouraging  their  appropriate  use.  This  will  allow  us  to  inno- 
vate toward  even  better  technologies — and  even  higher  quality  care — tomorrow. 

Medicare  Should  Lead 

How  do  these  points  apply  to  Medicare? 

First,  instead  of  distinctions  like  "experimental"  and  "standard"  care,  we  need  a 
more  discerning  approach  to  coverage — one  that  takes  into  account  the  appropriate 
use  of  technology  in  individual  cases. 

"[J]oint  doctor-patient  decisionmaking,"  the  Physician  Payment  Review  Commis- 
sion (PPRC)  noted  in  its  1995  Annual  Report  to  Congress,  "can  better  tailor  treat- 
ment to  individual  patients  .  .  .  than  can  coverage  decisions."  Indeed,  much  of  the 
current  debate  on  health  care  quality  proceeds  from  the  premise  that  physicians  and 
patients,  working  together,  are  the  most  reliable  guardians  of  individual  health  and 
well-being.  We  need  to  inject  more  of  this  sort  of  realism  into  the  Medicare  coverage 
process. 

Second,  our  policies  should  bridge  the  "experimental"/"standard"  gap  to  provide 
earlier  patient  access  to  promising  medical  advances.  We  believe  that  many  private 
health  plans  may  be  taking  the  lead  in  doing  this. 

For  example,  PPRC,  in  its  1995  Annual  Report  to  Congress,  noted  that  private 
insurance  plans  "have  often  paid  the  clinical  costs  associated  with  .  .  .  devices  when 
used  under  an  investigational  device  exemption  (IDE),  in  effect  deeming  them  ac- 
ceptable therapy." 

At  the  very  time  PPRC  was  publishing  this  report,  HCFA  officials  were  saying 
(incorrectly)  that  these  same  IDE  devices  (and  the  associated  clinical  costs)  were  not 
eligible  for  Medicare  coverage.  HCFA  has  since  published  a  regulation  on  this  sub- 
ject, and  we  want  to  acknowledge  HCFA's  efforts  and  especially  applaud  your  lead- 
ership on  this  issue,  Mr.  Chairman.  But  our  point  is  that  at  a  time  when  private 
insurance  plans  were  already  making  investigational  technologies  available  to  their 
patients,  Medicare  was  trying  to  argue  that  its  beneficiaries  shouldn't  have  access 
to  these  very  same  kinds  of  technologies. 

We  also  want  to  bring  to  the  Subcommittee's  attention  a  1994  survey  on  private 
insurance  coverage,  specifically  coverage  by  private  managed  care  plans.  This  sur- 
vey found  that  many  of  these  plans  cover  experimental  procedures  if  they  are  con- 
sidered to  be  very  promising  in  treating  life-threatening  disease.  (See  Steinberg, 
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Tunis,  Shapiro,  "Insurance  Coverage  for  Experimental  Technologies,"  Health  Af- 
fairs, Winter  1995.)  More  recently,  state  laws,  as  well  as  proposals  at  both  the  state 
and  federal  levels,  increasingly  provide  greater  flexibility  in  making  new  medical  ad- 
vances available  to  the  patients  who  need  them. 

And  so,  for  all  these  reasons,  we  believe  that  the  traditional  view  of  coverage  is 
being  overtaken  by  a  new  wave  of  thinking.  Unfortunately,  Medicare  seems,  at  best, 
a  reluctant  participant  in  this  process  of  change. 

For  example,  one  new  and  very  promising  laser  treatment  is  called 
transmyocardial  revascularization — or  "TMR."  This  technology  is  intended  for  pa- 
tients with  end-stage  heart  disease.  For  these  patients,  all  other  treatments  have 
failed,  leaving  them  only  angina  pain,  repeated  hospitalizations,  and  the  threat  of 
death.  Yet,  with  TMR,  they  face  the  prospect  of  life. 

One  61-year-old  patient  had  suffered  five  heart  attacks  in  less  than  10  years  and 
had  undergone  numerous  surgical  interventions  with  little  success.  Yet  today,  after 
TMR,  he  is  not  only  alive  but  well  enough  to  walk  his  two  very  large  dogs — each 
an  energetic,  85-pounder. 

Mr.  Chairman,  these  are  the  kinds  of  cases  in  which  Medicare  has  the  chance  to 
be  a  leader  in  providing  quality  care.  Unfortunately,  in  the  case  of  TMR,  Medicare 
has  declined  to  cover  this  technology  for  the  foreseeable  future.  For  patients  with 
end-stage  heart  disease,  that  may  not  be  soon  enough. 

We  recommend  that  Medicare  more  aggressively  embrace  the  new  thinking  on 
coverage  decision  making.  This  will  improve  the  timeliness  of  patient  access  to  med- 
ical advances  and  raise  the  quality  of  care  in  the  Medicare  program. 

Medicare  Managed  Care 

The  final  issue  we  would  like  to  address  today  is  the  coverage  process  within 
Medicare  managed  care  plans.  And  here  we  come  not  with  a  policy  prescription  but 
with  a  set  of  questions. 

Our  overall  point  is  that  there  is  much  that  is  not  known  about  the  coverage  proc- 
ess within  the  managed  care  part  of  Medicare.  This  part  of  Medicare  is  growing  rap- 
idly. And  so  it  behooves  us  all  to  learn  more  about  the  access  to  technology  that 
Medicare's  managed  care  enrollees  can  expect. 

I  should  make  clear  that  I  am  not  referring  here  to  categories  of  benefits — such 
as  prescription  drugs  and  preventive  care — that  a  managed  care  plan  may  choose 
make  available  to  its  Medicare  enrollees.  Instead,  I'm  talking  about  the  actual  tech- 
nologies needed  to  implement  the  available  benefits.  For  example,  to  which  tech- 
nologies will  a  beneficiary  have  access  during  an  inpatient  hospital  stay? 

Our  preliminary  examination  suggests  that  the  law  gives  little  guidance  on  this 
kind  of  question  or,  more  generally,  on  the  criteria  that  managed  plans  should  fol- 
low in  making  coverage  decisions.  HCFA's  current  practice  is  simply  to  oversee 
managed  care  plans  in  the  same  general,  managerial  fashion  it  oversees  the  tradi- 
tional insurance  carriers  that  serve  as  Medicare  contractors. 

Therefore,  as  you  consider  Medicare  coverage,  we  urge  you  to  take  into  account 
the  growing  role  of  managed  care.  We  urge  you  to  examine  such  questions  as  these: 

•  How  should  Medicare  managed  care  plans  make  coverage  decisions? 

•  In  what  fashion  should  plans  be  accountable  for  their  decisions? 

•  Does  access  to  technology  differ  significantly,  depending  on  whether  a  bene- 
ficiary is  in  the  managed  care  or  fee-for-service  parts  of  Medicare? 

Again,  Mr.  Chairman,  we  raise  these  questions  not  to  advocate  a  particular  policy. 
We  raise  them  to  identify  an  area  that  requires  more  information  and  attention. 

Conclusion 

Let  me  conclude  where  I  began  by  saying  that  a  key  to  Medicare  quality  is  a 
sound  coverage  process.  And  the  key  to  a  sound  coverage  process  is  timely  access 
to  beneficial  technologies  for  professionals  and  their  patients. 

Mr.  Chairman,  we  thank  you  for  the  opportunity  to  present  our  perspective.  We 
urge  you  to  continue  to  examine  the  Medicare  coverage  process  through  additional 
hearings  and  other  forums.  Now  and  in  the  future,  we  welcome  the  opportunity  to 
work  with  the  Subcommittee  and  with  HCFA  to  address  the  important,  intertwined 
issues  of  coverage  and  quality. 


Mrs.  Johnson.  Thank  you  very  much. 
Dr.  Sheridan. 
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STATEMENT  OF  DAVID  SHERIDAN,  M.D.,  MEDICARE 
MEDICAL  DIRECTOR,  PALMETTO  GOVERNMENT  BENEFITS 
ADMINISTRATORS,  BLUE  CROSS  AND  BLUE  SHIELD  OF 
SOUTH  CAROLINA,  BLUE  CROSS  AND  BLUE  SHIELD 
ASSOCIATION 

Dr.  Sheridan.  Thank  you.  Mr.  Chairman  and  Members  of  the 
Subcommittee,  I  am  Dr.  David  Sheridan,  medical  director  of  the 
Medicare  fee-for-service  operations  at  Blue  Cross  and  Blue  Shield 
of  South  Carolina,  testifying  today  on  behalf  of  the  Blue  Cross  and 
Blue  Shield  Association. 

Our  plan  has  served  as  a  Medicare  contractor  since  the  program 
began  in  1997.  This  year  we  will  process  about  34  million  claims 
and  pay  about  $10  billion  in  Medicare  benefits. 

I  think  you  can  see  that  I  wear  two  hats  today.  First  of  all,  I  rep- 
resent an  organization  that  provides  technology  assessment  as  well 
as  an  organization  that  uses  technology  assessment. 

The  point  of  my  discussion  today  is  that  we  believe  the  Medicare 
Program  is  developing  an  approach  to  medical  policy  that  carefully 
and  skillfully  balances  local  medical  decisionmaking  in  the  context 
of  a  national  program.  It  also  kept  pace  with  changing  medical 
knowledge  and  practices  and  it  has  addressed  emerging  needs  in 
a  timely  and  creative  manner. 

My  testimony  today  will  address  three  issues.  First  of  all,  How 
are  Medicare  coverage  and  medical  policy  decisions  developed? 
Number  two,  how  are  these  policies  implemented?  And  number 
three,  the  problems  Medicare  contractors  anticipate  in  the  next 
year  because  of  the  potential  funding  cutbacks  proposed  by  the  ad- 
ministration. 

First,  let  me  talk  about  the  development  of  medical  policies.  We 
make  coverage  decisions  at  the  local  level  for  individual  patients 
and  determine  whether  to  pay  for  a  particular  service  and,  often- 
times, how  to  apply  national  coverage  guidelines  that  come  down 
from  HCFA.  The  foundation  of  our  medical  policy  development  is 
flexibility  because  medical  practice  has  to  respond  to  the  unique 
and  changing  facets  of  each  patient.  The  continuing  advance  in 
medical  science  inevitably  means  that  standards  written  yesterday 
will  not  necessarily  be  appropriate  today  or  tomorrow. 

Historically,  it  was  accepted  that  all  standards  for  medical  prac- 
tice should  be  local  because  most  of  the  medical  practice  was  really 
locally  based.  Over  time,  the  Medicare  Program  has  developed  na- 
tional policies  where  there  is  consensus  on  the  medical  appropriate- 
ness of  a  specific  treatment  or  procedure. 

National  policies  are  developed  in  two  ways.  First  of  all,  national 
policies  are  developed  by  HCFA,  using  state-of-the-art  evaluation 
technologies  conducted  by  other  Federal  agencies,  by  the  Blue 
Cross  and  Blue  Shield  Association's  Technology  Evaluation  Center, 
which  I  will  talk  about  in  1  minute,  and  others.  In  addition,  Con- 
gress also  provides  detailed  specifications  on  certain  Medicare  cov- 
erage policies,  for  example,  on  screening  mammographies. 

In  the  absence  of  national  policies,  however,  Medicare  contractors 
develop  local  policies,  using  a  process  set  by  HCFA  that  requires 
extensive  consultation  with  the  local  providers  and  beneficiaries.  I 
might  add  here  that  in  terms  of  the  range  of  all  medical  proce- 
dures, the  number  of  national  coverage  decisions  is  really  very 
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small,  and  so  there  is  a  fair  amount  of  discretion  at  the  local  level 
about  which  procedures  to  apply  policies  to.  But  local  contractors 
do  not  necessarily  try  to  apply  medical  policies  to  every  procedure 
that  is  in  their  framework,  either.  There  are  really  a  very  small 
number  of  procedures  overall  that  have  any  medical  policy  in  the 
fee-for-service  Medicare  Program. 

Now,  in  addition  to  this  consultation  process  that  we  develop 
local  policies  in,  HCFA  has  also  developed  a  recent  initiative  to  in- 
crease the  consistency  across  the  Nation  for  contractors  and  they 
have  done  that  by  encouraging  local  work  groups  of  Medicare  medi- 
cal directors  to  develop  model  local  medical  review  policies.  Three 
years  ago  when  I  started  in  this  job,  I  think  we  had  about  5  work 
groups  and  now  we  are  up  to  about  25  different  work  group  areas 
to  develop  medical  policies  in. 

While  these  are  not  officially  national  policy,  they  do  serve  as 
models  and  peer  standards  for  all  contractors.  Most  importantly, 
though,  as  contractors  take  these  model  policies  and  submit  them 
to  their  own  carrier  advisory  committee  as  part  of  the  process  of 
local  medical  policy  development,  we  have  a  chance  to  test  these 
policies  at  a  local  level,  refine  them,  and  return  the  model  policies 
changes  to  the  national  level.  So  as  a  result,  the  policies  that  we 
finally  disseminate  are  based  on  broad-based  support  by  the  medi- 
cal community  in  the  States  that  we  work  in. 

The  bottom  line  is  that  all  of  these  technologies  are  developed 
from  the  scientific  literature  and  other  technology  assessments  that 
we  have  available.  A  major  source  of  these  technology  assessments 
is  the  Blue  Cross  and  Blue  Shield  Association's  Technology  Evalua- 
tion Center,  referred  to  as  the  TEC  program.  This  program  is  now 
the  largest  of  its  kind  in  the  world,  with  its  assessments  being  used 
by  Blue  Cross  and  Blue  Shield  plans,  in  the  Federal  Government 
through  Medicare  and  CHAMPUS,  and  other  insurers  who  sub- 
scribe to  the  service.  Plans  use  the  TEC  evaluations  to  develop 
their  own  medical  policies,  including  guidelines  for  the  conditions 
under  which  a  procedure  will  be  covered. 

I  would  like  to  move  on  to  the  second  point  in  terms  of  imple- 
mentation. After  we  have  developed  these  policies,  the  real  work 
begins  because  we  must  apply  these  to  specific  patient  care  situa- 
tions. Contractor  medical  review  activities  are  targeted  to  assure 
that  the  appropriate  payments  are  made  and  to  detect  and  prevent 
fraud  and  abuse. 

HCFA  anticipates  savings  of  almost  $2  billion  from  applying 
these  policies  in  1997.  In  South  Carolina,  this  translates  to  part  B 
savings,  which  I  am  most  familiar  with,  of  about  $33  million  in 
prepayment  savings  and  $3  million  in  postpayment  savings.  That 
really  translates  into  about  $28  savings  for  each  dollar  spent  on 
medical  review  activities. 

Without  a  timely  implementation  of  local  medical  review  policy, 
millions  of  dollars  more  would  be  wasted  through  fraudulent  and 
medically  unnecessary  services,  so  I  emphasize  here  that  the  local 
contractor  can  make  more  timely  decisions  about  policies  and  im- 
plement them. 

I  want  to  touch  on  the  third  point,  funding  shortages.  I  do  want 
to  express  our  concern  and  the  association's  concern  about  the  ad- 
ministration's proposed  1998  budget  in  that  it  is  entirely  inad- 
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equate  to  handle  the  increasing  claims  volume.  Before  detailing 
these  problems,  I  want  to  express  the  association's  appreciation, 
and  mine  most  of  all,  for  the  Subcommittee's  action  last  year  to 
provide  a  stable  funding  stream  for  contractor  payment  safeguard 
activities. 

Unfortunately,  the  administration  is  proposing  a  17-percent  cut 
in  the  amount  paid  to  process  each  claim,  a  reduction  three  to  six 
times  as  large  as  any  reductions  experienced  in  this  decade.  This 
will  result  in  the  deterioration  of  a  whole  variety  of  contractor  ac- 
tivities, including  beneficiary  and  provider  services,  fraud  and 
abuse  detection,  and  so  forth  because  a  lot  of  our  claims  review  and 
detection  of  these  situations  really  comes  from  our  first-line  claims 
processing  operations. 

In  summary,  I  would  just  suggest  that  Medicare  policy  develop- 
ment is  in  evolution.  Currently,  policy  development  combines  the 
timeliness  of  local  development  with  the  consistency  of  model  and 
national  policies.  Local  policies  foster  grassroots  support  for  sci- 
entifically sound  policies  unachievable  by  national  pronouncements. 

Thank  you. 

[The  prepared  statement  follows:] 

Statement  of  David  Sheridan,  M.D.,  Medicare  Medical  Director,  Palmetto 
Government  Benefits  Administrators,  Blue  Cross  and  Blue  Shield  of 
South  Carolina,  Blue  Cross  and  Blue  Shield  Association 

Mr.  Chairman  and  members  of  the  subcommittee,  I  am  Dr.  David  Sheridan,  the 
Medical  Director  of  the  Medicare  Operations  of  Blue  Cross  and  Blue  Shield  of  South 
Carolina.  On  behalf  of  the  59  Blue  Cross  and  Blue  Shield  Plans,  I  welcome  this  op- 
portunity to  comment  on  the  important  issue  of  medical  policy  and  the  Medicare 
program.  Few  issues  are  as  technically  complex  or  involve  such  rapid  change  as  the 
development  and  administration  of  medical  policy. 

Since  the  inception  of  the  Medicare  program,  Blue  Cross  and  Blue  Shield  of  South 
Carolina  has  been  the  Medicare  fiscal  intermediary  and  carrier  in  South  Carolina, 
responsible  for  making  payments  to  hospitals,  nursing  homes,  physicians,  clinical 
labs,  and  other  individual  providers. 

In  addition,  Blue  Cross  and  Blue  Shield  of  South  Carolina  serves  as  a  regional 
Medicare  contractor  for  four  categories  of  services: 

1.  A  regional  home  health  agency  intermediary  one  of  eight  such  contractors  in 
the  country — responsible  for  making  payments  to  home  health  agencies  in  13  states. 

2.  A  durable  medical  equipment  regional  carrier  (DMERC)  responsible  for  making 
payments  to  durable  medical  equipment  suppliers  in  14  states. 

3.  The  Medicare  National  Supplier  Clearinghouse. 

4.  The  Medicare  National  Statistical  Analysis  Durable  Medical  Equipment  Re- 
gional Carrier. 

In  fiscal  year  1997,  Blue  Cross  and  Blue  Shield  of  South  Carolina  will  process 
about  34  million  claims  and  pay  about  $10  billion  in  Medicare  benefits  to  health 
care  providers  and  beneficiaries. 

Collectively,  Blue  Cross  and  Blue  Shield  Plans  process  about  90  percent  of  Medi- 
care Part  A  claims  and  about  two-thirds  of  all  Part  B  claims. 

We  believe  that  the  Medicare  program  has  developed  an  approach  to  medical  pol- 
icy that  carefully  and  skillfully  balances  local  medical  decision  making  within  the 
context  of  a  national  program.  It  has  also  kept  pace  with  changing  practices  and 
knowledge  in  this  area.  And,  it  has  addressed  emerging  needs  in  a  timely,  creative 
manner. 

The  question  that  gives  rise  to  this  hearing  is  one  of  the  most  complex  in  the  en- 
tire field  of  medical  policy.  It  concerns  the  variation  in  coverage  policies  among  re- 
gions or  areas.  Specifically,  the  question  is  how  it  is  that  a  carrier  may  approve  cov- 
erage of  a  given  service  in  one  area  while  another  carrier  may  disapprove  coverage 
of  the  same  service  in  a  different  area.  Are  such  differences  evidence  that  the  "sys- 
tem" of  medical  policy  making  is  "broken"? 

The  short  answer  to  this  question  is  a  firm  "no."  Such  differences  are,  in  fact,  both 
unavoidable  and  essential.  Without  them,  medical  policy  would  never  advance.  It 
would  never  be  able  to  incorporate  new  scientific  knowledge.  The  test  of  whether 
the  system  works  is  whether  such  differences  are  reasonable,  and  whether  the  sys- 
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tern  includes  mechanisms  to  identify  such  differences  and,  if  necessary,  resolve  them 
on  a  timely  basis. 
My  testimony  will  focus  on  four  areas: 

1.  Development  of  Medicare  Coverage  and  Medical  Policy  Decisions. 

2.  Innovative  Leadership  in  Medical  Policy  of  the  Blue  Cross  and  Blue  Shield  As- 
sociation's Technology  Evaluation  Center. 

3.  Implementation  of  Coverage  and  Policy  Decisions. 

4.  Funding  Shortages  in  the  Administration's  FY  1998  Budget  Proposal  for  Medi- 
care Administration. 

Development  of  Medicare  Coverage  and  Medical  Policy  Decisions 

The  Medicare  statute  is  fairly  general  in  describing  what  is  covered  under  Medi- 
care. The  law  requires  coverage  of  broad  categories  of  benefits  (e.g.,  hospital,  physi- 
cian services,  etc.),  but  does  not  generally  specify  which  individual  items  and  serv- 
ices are  covered. 

The  law  prohibits  Medicare  payment  for  services  that  are  not  "medically  nec- 
essary" for  diagnosing  or  treating  a  medical  illness.  In  providing  guidance  to  its 
Medicare  contractors,  HCFA  has  indicated  that  payments  will  be  approved  for  medi- 
cal services  that  are  "safe  and  effective,  not  experimental  or  investigational,  and  ap- 
propriate." 

Medicare  contractors  apply  these  guidelines,  using  a  combination  of  national  and 
local  criteria.  Medicare  has  been  able  to  develop  and  apply  flexible  medical  policies 
that  are  responsive  to  local  needs  and  circumstances  while  working  within  a  na- 
tional program.  We  believe  that  the  successful  administration  of  Medicare  must  in- 
clude tnree  essential  elements: 

•  Flexible  standards.  Successful  medical  policy  cannot  be  rigid.  Standards  must 
be  sufficiently  flexible  to  accommodate  advances  in  medical  knowledge  and  the 
unique  medical  condition  of  each  patient. 

•  Responsive  to  local  needs  and  circumstances.  The  implementation  of  medical 
policy  must  be  able  to  accommodate  wide  differences  in  the  capacity  of  local  health 
care  delivery  systems. 

•  Consistent  national  policy  where  consensus  exists  on  medical  appropriateness 
of  a  specific  procedure  or  treatment.  While  medical  policy  must  not  be  rigid,  neither 
can  it  allow  wide  disparities  in  coverage  that  are  in  conflict  with  solid  clinical  evi- 
dence. 

The  foundation  of  medical  policy  is  flexible  standards.  Medical  practice  must  re- 
spond to  the  unique  and  changing  facts  of  every  patient.  To  make  matters  even 
more  complicated,  the  knowledge  that  is  the  basis  of  medical  practice  is  constantly 
evolving.  The  continuing  advance  of  medical  science  inevitably  means  that  stand- 
ards written  yesterday  will  not  necessarily  be  appropriate  today. 

It  should  be  noted  that  medical  policy  guides  the  determination  of  whether  a 
given  service  or  procedure  will  be  covered.  It  does  not  replace  the  judgment  of  the 
practicing  physician  in  deciding  on  an  appropriate  course  of  treatment.  Medical  pol- 
icy strives  to  guide  coverage  decisions  without  creating  unnecessary  rigidity.  The 
goal  of  medical  policy  is  to  make  sure  that  beneficiaries  receive  the  care  that  will 
most  effectively  and  efficiently  meet  their  needs.  Sometimes  medical  policy  results 
in  coverage  of  services  that  are  newly  accepted  medical  practices.  At  other  times, 
medical  policy  results  in  the  denial  of  coverage  for  inappropriate  or  unnecessary 
care.  In  every  case,  the  ultimate  criterion  is  whether  the  care  that  is  covered  is  clini- 
cally appropriate  given  the  patient-specific  medical  condition  and  circumstances. 

Historically,  it  was  accepted  that  standards  for  medical  practice  should  be  local. 
Over  time,  the  Medicare  program  has  developed  national  policies  where  there  is  a 
consensus  on  the  medical  appropriateness  of  a  specific  treatment  or  procedure. 

The  most  significant  challenge  in  the  ongoing  development,  maintenance,  and  im- 
plementation of  medical  policy  is  the  relentless  advance  of  medical  science.  A  tech- 
nological breakthrough  is  not  immediately  adopted.  It  may  be  weeks,  months,  or 
even  years,  before  a  new  treatment  is  widely  accepted.  A  new  procedure  is  likely 
to  win  acceptance  sooner  in  the  communities  with  close  ties  to  the  center  where  the 
breakthrough  was  first  achieved.  And  it  is  likely  that  national  consensus  on  a  new 
standard  for  treatment  will  require  months  or  even  years  to  develop. 

This  means  that  in  some  communities  the  local  standard  will  be  in  advance  of 
any  national  policy.  This  is  almost  inevitable  in  the  ever  evolving  advances  in  medi- 
cine. 

Over  the  recent  years,  HCFA  has  made  significant  efforts  to  develop  more  consist- 
ent national  medical  policy  standards.  When  HCFA  has  developed  national  medical 
policy  standards,  they  are  to  be  used  by  Medicare  contractors  .  Even  under  these 
national  policies,  it  is  important  to  realize  that  there  is  some  flexibility  to  tailor 


55 

these  policies  to  specific  patients'  needs.  In  the  absence  of  any  national  medical  pol- 
icy standards,  the  local  contractor  is  responsible  for  developing  appropriate  medical 
policies  using  a  process  specified  by  HCFA. 
National  medical  policies  are  developed  in  several  ways: 

•  HCFA  develops  guidelines  for  national  medical  policy  and  related  coverage  pol- 
icy and  publishes  these  for  contractors,  providers,  and  beneficiaries.  In  developing 
these  guidelines,  HCFA  relies  on  state-of-the-art  evaluations  conducted  by  federal 
agencies  and  the  Blue  Cross  and  Blue  Shield  Association's  Technology  Evaluation 
Center  program  (described  later),  and  consults  extensively  with  Medicare  contrac- 
tors, providers,  and  beneficiaries. 

•  Occasionally,  legislation  is  enacted  which  provides  detailed  specificity  on  Medi- 
care coverage  policies  (e.g.,  screening  mammography). 

•  Finally,  HCFA  has  recently  begun  a  process  to  increase  national  consistency  in 
decision  making  through  the  development  of  local  model  medical  review  policies  by 
workgroups  of  Medicare  Contractor  Medical  Directors.  These  workgroups  identify 
specific  issues  to  address  each  year;  evaluate  the  variations  in  policies  among  the 
contractors;  and  work  to  develop  a  proposed  national  model  in  consultation  with  ap- 
propriate providers.  HCFA  reviews  these  proposed  model  medical  policies  and  if 
they  do  not  conflict  with  HCFA's  national  coverage  decisions,  the  work  group  re- 
leases the  model  to  the  local  contractors  for  consideration.  While  the  carriers  are 
not  required  to  use  these  models,  they  are  generally  adopted  at  the  local  level. 

In  the  absence  of  national  policy,  each  contractor  makes  its  own  decisions  for  new 
technologies  in  consultation  with  their  staff  and  the  local  medical  community.  These 
local  policies  are  made  based  on  evidence  from  the  scientific  literature  or  on  gen- 
erally accepted  practices  in  the  local  medical  community. 

Some  carriers  use  BCBSA's  technology  assessments  (discussed  in  the  next  section) 
as  the  foundation  for  local  decisions;  others  develop  their  own  based  on  internal 
committees  that  perform  technology  assessments  and  make  coverage  recommenda- 
tions. HCFA  requires  contractors  to  follow  a  process  in  making  these  local  decisions: 

•  First,  the  contractor  must  identify  the  need  for  a  new  policy  and  verify  that  a 
national  medical  policy  has  not  been  set  in  the  area. 

•  Medicare  contractor  Medical  Directors  (physicians)  then  develop  a  proposal 
after  reviewing  the  scientific  literature  and  seeking  advice  from  health  professionals 
and  experts  in  the  field. 

•  Comments  on  draft  policies  are  requested  from  Carrier  Advisory  Committees 
local  committees  that  each  carrier  is  required  to  establish.  These  committees  are 
comprised  of  medical  specialties,  other  health  care  professionals,  and  beneficiaries. 

•  These  proposed  policies  are  required  to  be  made  public  and  are  published  prior 
to  implementation. 

Innovative  Leadership  in  Medical  Policy  BCBSA's  TEC  Program 

The  Blue  Cross  and  Blue  Shield  Association  (BCBSA)  has  been  a  pioneer  in  the 
development  of  technology  evaluation. 

In  1985,  BCBSA  established  a  comprehensive  technology  assessment  program 
called  the  Technology  Evaluation  Center  (TEC)  that  is  now  used  by  Blue  Cross  and 
Blue  Shield  Plans,  the  federal  government,  including  Medicare  and  CHAMPUS,  and 
other  insurers  who  subscribe  to  the  service.  TEC  is  now  the  largest  program  of  its 
kind  in  the  world. 

This  program  does  not  establish  medical  policy  nor  recommends  whether  tech- 
nologies should  be  considered  eligible  for  reimbursement.  Instead,  it  summarizes 
and  synthesizes  the  best  existing  scientific  evidence  to  determine  the  safety  and  effi- 
cacy of  new  and  emerging  health  technologies.  The  findings  are  provided  to  all  inde- 
pendent Blue  Cross  and  Blue  Shield  Member  Plans,  and,  on  a  subscription  basis, 
to  other  interested  organizations  managed  care  companies,  insurers,  health  systems 
and  others. 

The  Technology  Evaluation  Center  is  one  of  the  nation's  leading  technology  as- 
sessment organizations,  having  issued  more  than  250  assessments  since  1985  on  a 
variety  of  medical  interventions.  By  design,  the  TEC  program  focuses  on  the  "hard 
questions."  It  takes  up  questions  about  coverage  for  treatments,  drugs,  devices,  pro- 
cedures, and  biological  products  using  the  following  criteria: 

1.  The  technology  must  have  final  approval  from  the  appropriate  government  reg- 
ulatory bodies. 

2.  The  scientific  evidence  must  permit  conclusions  about  the  effect  of  the  tech- 
nology on  health  outcomes. 

3.  The  technology  must  improve  the  net  health  outcome. 

4.  The  technology  must  be  as  beneficial  as  any  established  alternatives. 

5.  The  improvement  must  be  attainable  outside  the  investigational  settings. 
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Assessments  are  conducted  by  TEC  staff,  including  physicians  and  research  sci- 
entists, who  are  supported  by  professionals  in  the  areas  of  pharmacology,  nursing, 
biostatistics,  epidemiology  and  library  science. 

The  staff  work  is  reviewed  by  the  BCBSA's  Medical  Advisory  Panel — a  panel  of 
nationally  recognized  experts  in  technology  assessment,  clinical  research  and  clini- 
cal practice.  A  majority  of  the  members  are  independent  medical  experts  with  no 
affiliation  to  health  care  payers. 

In  1993,  TEC  began  to  work  collaboratively  with  Kaiser  Permanente  on  the  as- 
sessment program  with  the  goal  of  furthering  research  and  publication  of  credible 
technology  evaluation.  About  35  assessments  are  published  each  year. 

Plans  use  the  TEC  evaluations  to  develop  their  own  medical  policies,  including 
guidelines  for  the  conditions  under  which  a  procedure  will  be  covered,  the  informa- 
tion that  must  be  provided  to  support  a  coverage  determination,  and  determining 
the  specific  providers  that  have  the  experience  and  credentials  necessary  to  perform 
the  procedures. 

Implementation  of  Coverage  and  Policy  Decisions 

After  development  of  coverage  and  medical  policy  decisions,  the  real  work  of  using 
the  policies  to  guide  specific  decisions  begins.  This  process  involves  review  by  spe- 
cially trained  nurses  and  other  clinical  staff,  review  by  physicians,  and  opportunities 
through  which  practicing  physicians  and  members  can  appeal  initial  unfavorable  de- 
terminations. At  every  stage,  the  concern  of  BCBS  Plans  is  to  make  sure  that  the 
beneficiary's  treatment  is  justified  on  clinical  grounds. 

Contractor  medical  review  activities  fall  into  two  major  areas:  1)  prepayment  re- 
view; and  2)  postpayment  audits. 

1)  Prepayment  Review 

All  carriers  screen  claims  before  payment  to  detect  potential  utilization  problems, 
such  as  unnecessarily  intense  or  frequent  care.  Claims  may  be  suspended  by  com- 
puter screens  for  more  thorough  investigation  and  for  review  of  medical  necessity. 
These  screens  are  based  primarily  on  specific  procedures,  frequency  of  services,  and 
physician-specific  data  accumulated  from  a  history  of  previously  processed  services. 

There  are  misconceptions  about  the  use  of  computer  screens.  Carriers  use  such 
screens  as  a  cost-effective  tool  to  determine  which  services  should  be  reviewed. 
Claims  which  are  not  triggered  by  these  screens  are  automatically  paid. 

At  Blue  Cross  and  Blue  Shield  of  South  Carolina,  physicians  are  integral  at  each 
step  of  the  medical  review  process  and  lead  reviews  of  the  complex,  questionable 
cases  and  difficult  to  resolve  payment  denial  appeals. 

HCFA  requires  all  carriers  to  use  national  screens.  In  addition,  carriers  are  al- 
lowed to  set  their  own  screens  to  focus  on  problems  a  carrier  has  identified  in  its 
service  area.  These  problems  can  vary  significantly  from  carrier  to  carrier.  This 
year,  our  Plan  used  additional  carrier  initiated  screens. 

2)  Postpayment  Review 

Postpayment  review  is  intended  to  monitor  the  Medicare  claims  experience  of  all 
providers  and  services  in  a  region.  We  focus  on  high  dollar  and  frequently  performed 
services.  Aggregated  data  is  subjected  to  statistical  analysis  in  order  to  identify  phy- 
sicians or  suppliers  whose  utilization  patterns  differ  substantially  from  their  peers. 
By  profiling  physician  and  supplier  services,  we  can  identify  patterns  of  overutiliza- 
tion,  excessive  testing  and  fraud  and  abuse.  Examples  of  provider  profiles  include: 
the  type  of  office  visits  (e.g.,  intermediate  or  complex)  billed  by  providers;  the  rate 
primary  care  physicians  refer  patients  to  specialists;  the  number  of  tests  and  x-rays 
ordered  by  physicians.  Profiles  are  done  for  individual  providers  and  then  are  com- 
pared to  the  rates  for  the  provider's  peers.  Actions  that  are  taken  include  provider 
education  of  acceptable  norms  and  information  on  billing  processes  and  practices, 
payment  recovery,  and  local  medical  review  policy  supported  by  prepayment 
screens. 

We  also  emphasize  an  informational  and  educational  approach  to  our  activities. 
As  part  of  this  educational  function,  we  notify  doctors  when  their  pattern  of  claim 
submissions  is  substantially  different  from  that  of  their  peers.  Each  year,  we  also 
undertake  a  specialized  focused  review  of  a  specific  service  that  is  frequently  per- 
formed. Last  year,  we  concentrated  on  payments  for  prostrate  cancer  treatment,  an- 
esthesia services,  and  chemotherapy  treatment. 

These  in-depth  reviews  can  last  several  months  and  include  an  analysis  of  claims 
trends,  patient  surveys,  consultant  review  of  medical  records  and/or  discussion  of 
our  findings  with  the  provider. 
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In  addition  to  the  general  educational  efforts  undertaken  in  the  postpayment  re- 
view process,  we  also  publish  monthly  newsletters  for  all  Medicare  providers.  This 
newsletter  is  used  to  notify  the  provider  community  of  the  ever-changing  Medicare 
rules  before  they  are  implemented. 

These  medical  review  activities  result  in  significant  savings  to  the  Medicare  pro- 
gram. In  total,  HCFA  anticipates  spending  $152  million  in  1997  for  this  function 
with  savings  of  $1.9  billion,  a  12  to  1  return.  At  Blue  Cross  and  Blue  Shield  of 
South  Carolina,  we  expect  that  we  will  spend  $7  million  on  these  activities  this 
year,  and  return  $200  million  in  savings  to  Medicare,  a  28  to  1  return  on  the  invest- 
ment. 

Funding  Shortages  in  the  Administration's  FY  1998  Budget  Proposal  for 
Medicare  Contractors 

We  are  very  appreciative  that  this  Committee  took  action  last  year  to  provide  a 
stable  funding  stream  for  medical  review  activities  and  other  payment  safeguard 
initiatives. 

As  you  know,  funding  for  these  activities  have  deteriorated  over  the  past  decade 
and  has  not  allowed  Medicare  Contractors  to  perform  the  kind  of  reviews  that  are 
essential  to  detect  fraud  and  abuse  and  prevent  unnecessary  payments.  This  new 
funding  should  allow  us  to  reverse  this  trend  and  to  improve  our  efforts. 

We  do  remained  concerned  that  the  Administration's  recommended  Medicare  Con- 
tractor funding  level  for  1998  is  entirely  inadequate  to  handle  the  almost  900  mil- 
lion claims  expected  to  be  received  in  1998,  4.3  percent  more  claims  than  processed 
in  1997.  Particularly  problematic  is  the  proposal  to  cut  the  amount  paid  to  process 
each  Medicare  claim  by  approximately  17  percent  in  1998,  compared  to  1997. 

The  impact  of  this  cut  would  be: 

•  Deterioration  in  beneficiary  and  provider  services,  including  paying  claims  on 
time,  responding  promptly  to  beneficiary  and  provider  inquiries  and  appeals  for  re- 
consideration of  initial  payment  decisions. 

•  Inability  to  combat  fraud  and  abuse  effectively,  since  claims  processing  activi- 
ties serve  as  the  first  line  of  defense  in  detecting  suspicious  claims  and  unnecessary 
payments. 

•  The  exit  of  more  Medicare  Contractors  from  the  program,  because  of  the  inabil- 
ity to  manage  the  workload  effectively  within  this  proposed  budget. 

•  Future  problems  in  Medicare's  ability  to  implement  the  changes  that  are  nec- 
essary to  preserve  the  program  for  future  beneficiaries. 

Adequate,  stable  funding  levels  are  essential  to  handle  Medicare's  constantly  in- 
creasing workload,  maintain  quality  service  to  Medicare  beneficiaries  and  providers, 
pay  claims  within  the  time  frames  established  by  Congress  and  prevent  fraud  abuse 
and  overpayments. 

Conclusion 

In  closing,  I  would  emphasize  that  the  challenge  of  developing  and  implementing 
coverage  policy  is  inherently  complex  and  difficult.  Not  only  does  the  state  of  medi- 
cal science  change  continuously,  but  the  rate  at  which  new  advances  in  medicine 
are  adopted  into  accepted  practice  varies  among  regions.  National  coverage  policies 
must  provide  guidance  without  producing  an  undesirable  rigidity. 

Medicare  has  developed  and  continues  to  refine  a  good  system  for  meeting  this 
challenge.  The  substantial  flexibility  that  is  granted  to  local  administrators  allows 
for  appropriate  variation  in  coverage  among  communities  and  promotes  the  dissemi- 
nation of  new  knowledge.  The  appeals  mechanism  prevents  local  variations  in  cov- 
erage policy  from  producing  inequities  among  communities  or  preventing  bene- 
ficiaries from  gaining  access  to  state  of  the  art  medical  treatment.  And  the  system 
of  national  medical  policy  standards  administered  by  HCFA  provides  a  mechanism 
for  identifying  the  need  for  and  disseminating  national  coverage  policies  to  guide 
local  medical  review. 


Mrs.  Johnson.  Thank  you  very  much,  Dr.  Sheridan. 
Dr.  Cooper. 
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STATEMENT  OF  JOEL  D.  COOPER,  M.D.,  JbSEPH  C.  BANCROFT 
PROFESSOR;  AND  HEAD  OF  THORACIC  SURGERY, 
WASHINGTON  UNIVERSITY  SCHOOL  OF  MEDICINE,  ST. 
LOUIS,  MISSOURI 

Dr.  Cooper.  Thank  you,  Mrs.  Johnson  and  Mr.  McCrery.  It  is  an 
honor  to  testify  before  you  today,  and  I  have  respectfully  submitted 
my  written  statement  for  the  record. 

In  1983  my  colleagues  and  I  performed  the  world's  first  success- 
ful lung  transplant,  a  procedure  which  is  now  highly  successful  for 
certain  patients  who  are  terminally  disabled  from  emphysema,  cys- 
tic fibrosis,  and  some  other  lung  diseases.  Four  years  ago,  we  devel- 
oped an  operation  for  improving  the  breathing  capacity  and  the 
quality  of  life  for  certain  patients  disabled  from  severe  emphysema 
and  we  termed  that  operation  the  lung  volume  reduction  surgery. 

Following  the  introduction  of  each  of  these  procedures,  trans- 
plant and  volume  reduction,  I  have  spent  a  number  of  years  seek- 
ing coverage  and  reimbursement  from  both  private  and  govern- 
mental health  care  providers  so  that  patients  in  need  could  have 
access  to  these  procedures. 

Historically,  HCFA  has  lagged  far  behind  the  private  sector 
when  making  coverage  decisions.  For  example,  HCFA  finally  enun- 
ciated a  coverage  policy  for  lung  transplant  in  1995,  almost  10 
years  after  private  insurers  began  covering  this  procedure.  HCFA 
announced  coverage  policy  for  liver  transplantation  in  April  1991, 
8  years  after  the  majority  of  insurers  provided  coverage,  and  there 
has  been  the  same  lag  for  heart  transplants,  heart-lung  trans- 
plants, and  others. 

There  is  overwhelming  scientific  evidence  that  the  lung  volume 
reduction  procedure  offers  improvement  not  available  by  any  other 
means  other  than  lung  transplantation.  Unfortunately,  following 
our  introduction  of  this  procedure,  there  was  a  rapid  proliferation 
of  surgical  procedures  for  emphysema,  including  some  which, 
frankly,  were  unsubstantiated  or  inappropriately  applied. 

The  Medicare  system  was  faced  with  a  major  challenge  in  terms 
of  assessment  and  coverage  of  this  new  procedure.  In  November 
1995,  a  request  for  information  and  comment  on  the  procedure  was 
published  in  the  "Federal  Register"  to  assist  HCfA  in  determining 
Medicare  coverage  policy.  To  our  surprise,  only  2  weeks  later, 
Medicare  coverage  for  the  procedure  was  abruptly  suspended. 

HCFA  has  announced  its  intention  to  use  the  results  of  a  joint 
NIH-HCFA  trial  to  reassess  its  coverage  policy.  The  trial  requires 
Medicare  patients  who  have  exhausted  all  alternative  therapies  to 
be  assigned,  essentially  by  the  flip  of  a  coin,  to  either  have  the  op- 
eration or,  for  comparison  purposes,  to  continue  the  therapy  al- 
ready proven  ineffective.  The  trial,  which  has  not  yet  begun,  is 
scheduled  to  last  5  to  7  years  and  will  be  limited  to  a  very  small 
number  of  patients  who  then  have  to  undergo  randomization,  effec- 
tively denying  most  Medicare  patients  coverage  for  this  procedure 
for  yet  many  more  years. 

To  date,  all  other  health  care  providers  with  whom  we  have 
dealt,  amounting  to  more  than  75  in  total,  Federal,  State,  VA,  gov- 
ernment workers,  private  insurance,  whatever  you  would  like,  have 
approved  the  procedure.  Independent  assessments  have  already 
been  carried  out  by  a  number  of  organizations,  including  the  na- 
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tional  Blue  Cross  and  Blue  Shield  organization,  Aetna,  Kaiser 
Permanente,  and  recently  the  Health  Technology  Advisory  Commit- 
tee of  the  Minnesota  Health  Care  Commission.  All  have  concluded 
that  the  operation  provides  benefits  not  otherwise  achievable  and 
meets  the  coverage  requirements  under  specified  circumstances. 

While  many  questions  remain  unanswered,  such  as  the  duration 
of  benefit,  these  can  be  scientifically  addressed  without  denying 
coverage  to  the  type  of  patients  for  whom  clear  benefits  have  al- 
ready been  established. 

I  direct  your  attention  to  the  appendices  in  my  testimony  identi- 
fying over  60  medical  articles  available  to  HCFA,  if  it  so  chooses 
to  review  them.  Two-thirds  have  been  published  since  HCFA's  De- 
cember 1995  noncoverage  decision  and  the  other  third  are  in  press 
and  available  to  HCFA  if  they  ask  for  them. 

I  do  support  a  HCFA-sponsored  study  with  the  NIH  to  encourage 
the  further  development  and  scientific  analysis  of  the  volume  re- 
duction procedure.  However,  this  trial  should  not  be  used  as  a  sub- 
stitute for  HCFA's  responsibility  to  provide  a  mechanism  for  timely 
coverage  based  on  available  scientific  information. 

My  recommendation  is  what  is  termed  coverage  with  conditions, 
meaning  Medicare  should  pay  for  the  operation  as  long  as  patient 
selection  is  appropriate,  in  limited  numbers  of  medical  centers  with 
careful,  ongoing  accumulation  of  data  so  that  we  can  learn  the 
long-term  effects  of  the  operation  and  how  to  best  apply  it.  This  is 
the  same  mechanism  which  HCFA  finally  established  for  coverage 
of  lung  transplants. 

HCFA  continues  to  insist  that  there  is  no  evidence  for  the  proce- 
dure being  efficacious  for  any  group  of  patients,  and  rather  than 
summarize  the  scientific  data  from  60  manuscripts,  I  would  like, 
with  permission,  to  show  you  a  1-minute  video  of  a  patient  before 
and  2  years  after  the  procedure  so  you  can  see  for  yourself  the  type 
of  difference  the  operation  can  make. 

[A  videotape  was  shown.] 

Dr.  Cooper.  This  is  a  patient  from  Texas,  aged  59,  whose  lung 
capacity  was  reduced  to  9  percent  of  predicted.  You  see  him  on  the 
left  before  the  operation  and  2  years  later  on  the  right.  Before  the 
operation,  he  could  not  take  a  bath,  he  could  not  get  dressed  by 
himself,  he  could  not  go  out  of  the  house,  and  in  our  judgment,  he 
had  about  2  months  to  live.  You  can  see  on  the  left  the  tremendous 
effort  that  he  has  to  make  just  to  breathe,  even  though  all  he  is 
doing  is  sitting  there. 

He  has  oxygen  on  him,  which  he  required  continuously.  He  is 
wasted.  He  has  gained  30  pounds  since  the  operation.  You  can  see 
he  is  not  a  happy  camper.  He  requires  oxygen  continuously,  and 
this  video,  without  going  into  a  lot  of  detail,  shows  that  he  is  using 
muscles  that  we  normally  use  to  move  our  arms  and  head  around, 
called  accessory  muscles,  he  is  using  them  preoperatively  to  try  to 
pull  up  on  his  rib  cage  a  little  bit  to  squeeze  a  little  bit  more  air 
into  his  chest  because  it  is  so  distended  from  the  emphysema  proc- 
ess. So  he  is  using  those  muscles  as  a  last  attempt  to  try  to  squeeze 
a  little  bit  of  air  into  his  enormously  distended  chest. 

There  he  is  on  the  treadmill  2  years  later.  He  is  now  taking  care 
of  his  cattle  farm  in  Texas  and  does  not  need  oxygen. 


60 


That  is  sufficient  for  the  video.  It  is  anecdotal,  but  I  can  assure 
you  that  it  is  not  unrepresentative,  and  it  does  offend  me  a  bit 
when  HCFA  insists  that  there  is  no  evidence  of  efficacy  as  the  ex- 
cuse for  another  5-  to  7-year  delay  in  providing  coverage. 

Thank  you  very  much. 

[The  prepared  statement  and  attachments  follow:] 

Statement  of  Joel  D.  Cooper,  M.D.,  Joseph  C.  Bancroft  Professor;  and  Head 
of  Thoracic  Surgery,  Washington  University  School  of  Medicine,  St. 
Louis,  Missouri 

HCFA's  Prospective  Randomized  Trial  for  Lung  Volume  Reduction  Surgery: 
The  Embodiment  of  its  New  Medicare  Coverage  Policy 

Mr.  Chairman  and  Members  of  the  Subcommittee,  my  name  is  Joel  Cooper,  M.D., 
and  I  am  The  Joseph  C.  Bancroft  Professor  and  Head  of  Thoracic  Surgery  at  the 
Washington  University  School  of  Medicine  at  Barnes-Jewish  Hospital  in  St.  Louis, 
Missouri.  I  am  pleased  to  appear  before  you  today  to  discuss  the  status  of  the 
Health  Care  Financing  Administration's  (HCFA's)  Medicare  coverage  policy  and  how 
it  has  been  applied  to  two  surgical  procedures  which  I  have  helped  develop. 

In  November  of  1983,  my  colleagues  and  I  at  the  University  of  Toronto  were  fortu- 
nate to  achieve  the  first  ever  successful  human  lung  transplant.  This  followed  20 
years  of  unsuccessful  attempts  throughout  the  world,  since  Dr.  James  Hardy,  at  the 
University  of  Mississippi,  first  attempted  a  lung  transplant  in  1963.  Our  initial  pa- 
tient, terminally  ill  from  a  condition  called  pulmonary  fibrosis,  was  able  to  resume 
a  normal  life,  and  return  to  full  time  employment  for  over  six  years  before  his  death 
in  1990.  This  initial  success,  first  reported  in  the  New  England  Journal  of  Medicine 
in  1986,  was  followed  by  numerous  other  successes  over  the  years,  and  lung  trans- 
plantation has  now  been  well  established  as  an  important  treatment  for  many  pa- 
tients with  end  stage  lung  disease  such  as  emphysema,  cystic  fibrosis,  and  others. 
In  1988,  I  returned  home  to  the  United  States,  to  develop  a  center  for  chest  surgery, 
including  lung  transplantation,  at  Washington  University  School  of  Medicine  and 
Barnes-Jewish  Hospital.  Since  that  time,  our  cardiothoracic  service  has  performed 
over  330  adult  and  133  pediatric  lung  transplants. 

In  1993,  based  upon  experience  with  lung  transplantation  in  patients  with  emphy- 
sema, and  reports  of  earlier  work  from  the  University  of  Maryland  in  the  1950's, 
we  developed  a  palliative  operation  designed  to  improve  the  quality  of  life  for  cer- 
tain highly  selected  patients  suffering  from  severe  emphysema.  We  have  termed  this 
procedure  lung  volume  reduction  surgery  or  LVRS.  By  removing  non-functioning 
overinflated  portions  of  emphysematous  lungs,  the  fixed  hyperinflation  of  the  chest 
is  reduced,  and  a  more  normal  breathing  pattern  established.  The  medical  data  col- 
lected thus  far,  much  of  which  is  published,  or  is  to  be  published  in  peer  reviewed 
journals,  objectively  demonstrates  that  LVRS  measurably  improves  lung  capacity 
and  exercise  performance,  greatly  alleviates  the  symptoms  of  severe  breathlessness, 
and  significantly  improves  the  subjectively-measured  quality  of  life  for  these  dis- 
abled individuals. 

As  a  result  of  my  role  in  developing  lung  transplantation  and  lung  volume  reduc- 
tion surgery  as  innovative  therapies,  I  was  recently  named  the  third  recipient  of  the 
Jacobson  Innovation  Award  by  the  American  College  of  Surgeons.  The  two  previous 
recipients  were  Dr.  Francois  Dubouis,  who  was  given  the  award  for  the  development 
of  laparoscopic  surgical  techniques,  and  the  second  was  Dr.  Thomas  Starzl,  for  his 
pioneering  work  which  made  liver  transplantation  a  reality.  Both  of  the  procedures, 
lung  transplantation  and  lung  volume  reduction  surgery,  offer  benefit  not  achievable 
by  any  other  means  to  severely  disabled  individuals  suffering  from  end  stage  em- 
physema. As  we  all  know,  however,  these  health  benefits  cannot  be  provided  unless 
someone  is  willing  to  pay  for  the  procedures.  As  a  result,  over  the  years,  I  have 
spent  considerable  time  and  effort  to  secure  funding  of  these  procedures  for  patients 
seeking  these  new  interventions.  This  has  involved  the  combination  of  scientific  vali- 
dation of  the  procedures,  accumulation  of  experience  from  other  centers,  and  often 
legal  challenges  to  private  and  governmental  health  care  providers.  Acting  as  a  pa- 
tient advocate  in  these  matters,  I  have  tried  to  insure  that  our  limited  health  care 
dollars  are  appropriately  spent  on  worthwhile  procedures,  and  that  new  procedures 
such  as  these  are  subject  to  careful  evaluation  and  ongoing  assessment. 

Two  years  after  the  first  successful  lung  transplant,  in  November  of  1985,  we  per- 
formed the  first  successful  lung  transplant  on  an  American  citizen,  a  gentleman  who 
now  lives  in  California  and  continues  to  enjoy  good  health.  After  a  series  of  appeals, 
his  transplant  was  covered  by  his  private  insurer.  In  January  of  1987,  we  performed 
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a  successful  bilateral  lung  transplant  on  a  woman  from  Boston  who  was  insured  by 
Blue  Cross  Blue  Shield  of  Massachusetts.  After  we  made  a  presentation  at  their 
technology  assessment  committee,  Blue  Cross  Blue  Shield  of  Massachusetts  accept- 
ed both  unilateral  and  bilateral  lung  transplants  as  a  covered  service.  Our  patient 
continues  to  enjoy  a  normal  life,  more  than  10  years  later. 

To  assist  the  Subcommittee  in  understanding,  and  perhaps  defining  HCFA's  role 
in  making  Medicare  coverage  and  reimbursement  decisions,  I  would  like  to  focus  on 
the  experience  I  have  had  with  Medicare  coverage  for  patients  undergoing  lung 
transplantation,  and  more  recently  lung  volume  reduction  surgery.  HCFA  finally  an- 
nounced a  national  coverage  policy  for  lung  transplantation  in  February  of  1995, 
over  1 1  years  after  our  initial  success  and  10  years  after  initial  provision  of  coverage 
by  a  private  insurer.  It  should  be  noted  that  the  National  Blue  Cross  Blue  Shield 
Technology  Assessment  Committee,  following  its  own  evaluation,  accepted  lung 
transplantation  as  an  effective  treatment  in  1991,  and  Aetna  Insurance  provided 
coverage  as  of  January  1990. 

It  is  useful  to  review  the  history  of  Medicare  coverage  of  various  organ  trans- 
plants over  the  years,  and  to  compare  the  time  lag  of  Medicare  coverage  to  that  of 
private  insurers.  The  acceptance  of  organ  transplantation  as  a  reasonable  and  effec- 
tive method  of  treating  end-stage  disease  was  embodied  as  a  statutory  provision  of 
the  Social  Security  Act  in  1973,  at  which  time  benefits  for  kidney  transplants  were 
provided  by  HCFA.  Liver  transplants,  pioneered  by  Dr.  Starzl  in  the  1960's  and 
70's,  achieved  a  high  rate  of  success  following  the  development  of  improved  immuno- 
suppressive medications  in  the  early  1980's.  HCFA  declared  adult  liver  transplants 
to  be  a  covered  service  in  April  of  1991  (which  led  to  retroactive  coverage  to  March 
1990).  This  was  over  five  years  after  the  National  Blue  Cross  Blue  Shield  organiza- 
tion approved  liver  transplants  and  eight  years  after  coverage  was  provided  by 
Aetna.  Heart  transplants,  pioneered  by  Dr.  Norman  Shumway  at  Stanford  Univer- 
sity in  the  late  1960's  and  1970's,  also  achieved  a  high  degree  of  success  by  the  early 
1980's.  HCFA  provided  Medicare  coverage  in  April  of  1987  (retroactive  to  October 
1986)  over  four  years  after  private  insurers  provided  coverage.  The  combined  heart- 
lung  transplant,  also  pioneered  at  Stanford  University  in  the  early  1980's,  was  fund- 
ed by  private  insurers  in  the  United  States  by  1985.  In  fact,  I  performed  a  success- 
ful heart-lung  transplant  in  Toronto,  on  a  young  woman  from  Chicago,  in  1985,  who 
is  still  alive  today.  Her  insurance  company  covered  the  cost  of  her  procedure  at  that 
time.  Yet  it  was  not  until  February  oi  1995,  10  years  later,  that  Medicare  coverage 
for  the  combined  heart-lung  transplant  was  provided.  In  April  of  1987,  this  proce- 
dure was  specifically  listed  as  a  procedure  which  was  not  covered  by  Medicare,  an 
action  which  prevents  Medicare  contractors  throughout  the  country  from  making  an 
independent  assessment  of  cases  on  an  individual  basis,  providing  coverage  where 
it  is  deemed  appropriate. 

Since  returning  to  the  United  States  in  1988,  I  have  learned  more  than  I  cared 
to  about  the  delays,  inconsistency,  and  often  discriminatory  aspects  of  Medicare  cov- 
erage for  newer  treatments.  I  have  learned  that  most  Medicare  benefits  are  not  de- 
termined by  a  national  coverage  policy,  but  by  over  40  individual  contractors,  con- 
sisting of  Medicare  intermediaries  who  oversee  hospital  costs  under  Medicare  Part 
A,  and  carriers  who  oversee  professional  fees  under  Medicare  Part  B.  One  advan- 
tage of  this  system  is  that  the  contractors  can  readily  assess  cases,  on  an  individual 
basis,  if  necessary,  and  provide  the  services  if  they  deem  them  "reasonable  and  nec- 
essary" as  required  by  Federal  law.  Furthermore,  rulings  by  the  contractors  are  sub- 
ject to  the  judicial  process  and  can  be  appealed  to  an  administrative  law  judge.  It 
is  my  understanding  that  in  this  situation,  the  administrative  law  judge  has  the  au- 
thority to  "look  behind"  the  evaluation  process  used  by  the  contractor,  and  decide 
whether  or  not  the  evaluation  withstands  further  scrutiny.  Without  a  national  non- 
coverage  decision  by  HCFA  on  lung  transplantation,  we  were  able  to  utilize  the  local 
flexibility  in  the  system  to  secure  federal  funding  for  our  lung  transplant  recipients 
who  were  Medicare-dependent  beneficiaries.  A  disadvantage  of  the  decentralized 
process  for  determining  coverage  (which  can  only  occur  in  the  absence  of  a  national 
non-coverage  decision)  is  the  potential  for  inconsistency  in  the  provision  of  services 
to  Medicare  beneficiaries  in  different  parts  of  the  country.  In  theory,  however,  the 
potential  inconsistency  is  resolved  over  time  as  the  medical  data  is  developed. 

When  a  national  coverage,  or  non-coverage  determination  is  made  by  Medicare, 
this  decision  is  binding  on  all  Medicare  contractors.  While  this  produces  a  consistent 
policy,  there  are  serious  problems  which  arise,  when  attempting  to  appeal  a  non- 
coverage  determination.  It  is  my  understanding  that  in  such  circumstances,  the 
courts  cannot  review  the  process  of  evaluation  but  must  accept  the  Medicare  non- 
coverage  determination  as  binding.  Furthermore,  the  appeals  process  for  the  pa- 
tient, denied  a  service  under  a  national  non-coverage  policy,  is  intimidating  in  the 
extreme. 
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Several  years  ago,  a  potential  lung  transplant  recipient  sought  the  aid  of  his  con- 
gressman to  obtain  Medicare  funding  for  his  lung  transplant.  Medicare's  response 
to  the  congressman  noted  that,  at  the  time,  lung  transplants  were  not  a  covered 
service,  while  heart  transplants  were.  His  letter  went  on  to  note  that  in  the  case 
of  a  combined  heart-lung  transplant  (a  single  transplant  procedure  in  which  the 
heart  and  lungs  are  left  with  their  intimate  attachments  to  each  other  intact  and 
inserted  as  a  whole  package)  Medicare  would  pay  only  for  those  parts  of  the  oper- 
ation and  care  related  to  the  heart  portion  of  the  transplant,  but  not  those  portions 
related  to  the  lung! 

Another  heart  rending  result  of  inconsistent  Medicare  coverage  is  related  to  the 
funding  of  immunosuppressive  drugs  following  transplantation.  These  drugs  must 
be  taken  for  the  rest  of  the  recipient's  life  in  order  to  prevent  rejection  of  the  trans- 
planted organ.  Costs  for  the  drugs  may  exceed  $10,000  a  year,  a  sum  which  many, 
if  not  most  Medicare  beneficiaries  find  impossible  to  afford.  Medicare's  provision  of 
these  drugs  has  been  grudging,  at  best.  Initially,  immunosuppressive  drugs  were 
provided  for  only  the  first  year.  Later  this  was  extended  to  18  months,  then  to  24 
months,  and  more  recently  to  30  months.  Patients,  for  whom  organ  transplants  have 
been  provided  under  the  Medicare  system,  desperately  sought  ways  of  securing  the 
drugs  necessary  to  keep  them  alive.  An  underground  support  system  was  developed 
across  the  country.  Family  members  of  transplant  recipients  who  died  provided  un- 
used immunosuppressive  drugs  to  other  transplant  recipients.  In  some  cases,  this 
has  been  facilitated  by  religious  or  other  organizations.  The  anxiety  created  in 
transplant  recipients  by  not  having  drug  coverage,  and  the  demeaning  nature  of  the 
behind  scenes  struggle  to  secure  these  life  saving  drugs,  has  for  me  been  one  of  the 
saddest  examples  of  deficiencies  in  our  health  care  coverage  system. 

Throughout  this  century  surgeons  have  proposed  numerous  procedures  in  an  at- 
tempt to  alleviate  the  distressing  symptoms  of  severe  breathlessness  and  the  debil- 
ity associated  with  end-stage  emphysema.  These  procedures  have  included  such  op- 
erations as  cutting  across  ribs  to  improve  the  movement  of  the  rib  cage,  collapsing 
part  of  the  chest  to  reduce  the  size  of  the  lung,  paralyzing  the  diaphragm,  and  cut- 
ting various  nerves  which  supply  innervation  to  the  lung.  Some  have  been  met  with 
skepticism  while  others  were  enthusiastically  endorsed,  but  virtually  all  have  been 
discarded  by  the  physicians  when  careful  scientific  scrutiny  failed  to  demonstrate 
objective  efficacy. 

It  is  well  recognized  that  focusing  attention  and  support  on  patients  with  a  chron- 
ic illness  may,  for  a  time,  make  them  feel  better,  even  if  there  is  no  objectively 
measurable  improvement.  Only  lung  transplantation,  and  another  rarely  applicable 
procedure  called  bullectomy,  have  stood  the  test  of  time  and  have  provided  objective 
as  well  as  subjective  benefit.  Therefore,  in  1993,  when  we  developed  a  new  proce- 
dure for  selected  patients  with  severe  emphysema,  we  at  Washington  University,  es- 
tablished careful  selection  criteria,  and  collected  numerous  objective  and  subjective 
measurements  of  efficacy  on  all  patients  undergoing  this  procedure.  Furthermore, 
before  offering  this  procedure,  all  patients  were  subject  to  a  rigorous  program  of  op- 
timum alternative  management  including  medication,  nutritional  support,  psycho- 
logical support,  and  a  vigorous  program  of  exercise  rehabilitation.  By  this  means, 
the  maximum  achievable  benefit  by  alternative  therapy  was  first  obtained  before 
final  consideration  for  surgery.  This  insured  that  the  decision  to  operate  was  made 
only  after  all  other  known  treatments  had  been  exhausted,  that  the  patient  was  in 
the  optimum  preoperative  condition  so  as  to  reduce  the  risks  of  the  operation,  and 
furthermore,  provided  a  scientifically  valid  basis  of  evaluating  the  operation,  by 
comparing  the  postoperative  results  with  the  baseline  measurements  obtained  after 
intensive  medical  therapy. 

We  initially  reported  our  preliminary  findings,  in  the  first  20  patients,  at  the  an- 
nual meeting  ohoracic  Surgery,  in  New  York  City,  in  April  1994.  This  was  published 
in  January  of  1995  in  the  Journal  of  Thoracic  and  Cardiovascular  Surgery.  Our 
presentation,  and  subsequent  publication,  generated  a  great  deal  of  excitement  in 
the  pulmonary  community.  The  operation  was  considered  an  exciting  new  advance, 
offering  significant  benefit  to  a  group  of  patients  for  whom  conventional  therapy  had 
failed.  It  was  emphasized  that  this  operation  was  a  palliative  one,  that  the  duration 
of  benefit  was  yet  to  be  determined,  and  that  strict  guidelines  for  selection  of  pa- 
tients was  required.  Furthermore,  the  successful  introduction  of  the  operation  at  our 
center  was  made  possible,  in  part,  by  the  presence  of  a  highly  experienced  and  di- 
verse team  of  surgeons,  physicians,  anesthetists,  respiratory  therapists, 
physiotherapists,  nurses,  nutritionists,  etc.,  who  had  cared  for  hundreds  of  patients 
with  severe  lung  disease  undergoing  lung  transplantation.  At  that  time,  notwith- 
standing the  as  yet  undefined  role  of  the  procedure  and  the  definite  risks  associated 
with  performing  major  bilateral  lung  surgery  on  severely  breathless,  oxygen  depend- 
ent patients,  application  of  the  procedure  spread  rapidly. 
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Emphysema,  one  of  the  leading  causes  of  death  in  this  country,  taking  17,303 
lives  per  year  according  to  NHLBI's  1995  statistics,  is  an  extremely  debilitating 
chronic  disease.  Many  of  these  patients  can  no  longer  take  a  shower,  may  require 
an  hour  and  a  half  to  get  dressed,  can  no  longer  walk  stairs,  can  no  longer  travel, 
and  rarely  can  get  out  of  the  house.  Of  the  patients  whom  we  have  selected  for  sur- 
gery, more  than  half  required  continuous  use  of  oxygen,  and  over  90%  required  oxy- 
gen at  some  time  during  the  day.  Approximately  one-quarter  used  a  wheelchair  and 
most,  when  warned  of  the  potential  risks  of  the  procedure,  have  a  standard  reply 
...  "Doctor  my  life  is  over  ....  I  have  nothing  to  lose". 

Unfortunately,  it  must  be  admitted,  that  the  rapid  proliferation  of  surgical  proce- 
dures for  empnysema  included  procedures  which  were  unsubstantiated,  involved 
poor  or  perhaps  inappropriate  patient  selection,  and  were  performed  at  some  institu- 
tions without  the  necessary  background,  expertise  and  support  to  achieve  optimum 
results.  Clearly,  the  Medicare  system  was  faced  with  a  major  challenge  in  terms  of 
assessment  and  coverage  of  LVRS.  Whereas,  with  organ  transplantation,  the  vast 
majority  of  recipients  are  not  Medicare  beneficiaries,  such  is  not  the  case  with  em- 
physema surgery.  Approximately  50%  of  candidates  for  this  procedure,  in  our  expe- 
rience, have  been  Medicare  beneficiaries.  Because  of  the  large  number  of  emphy- 
sema sufferers  in  this  country,  and  the  fact  that  Medicare  is  the  predominant  in- 
surer of  these  individuals,  the  issue  of  coverage  for  Medicare  patients  demands 
timely  consideration. 

I  must  acknowledge  the  inability  of  the  medical  profession  on  its  own  to  insure 
that  this  new  intervention  was  introduced  in  all  instances  in  a  careful,  controlled, 
responsible  fashion,  and  applied  only  at  selected  institutions  with  careful,  prospec- 
tive, complete,  ongoing  analysis  of  results.  Coverage  for  Medicare  beneficiaries  was 
initially  provided  by  some,  but  not  all  Medicare  contractors.  However,  because  of  the 
controversy  surrounding  the  procedure,  and  exaggerated  claims  of  benefit  for  other, 
unsubstantiated  procedures,  LVRS  became  one  of  the  10  to  20  procedures  each  year 
which  Medicare  subjects  to  a  centralized  process  of  technology  assessment.  The  pur- 
pose of  such  an  assessment  is  to  determine  whether  services  are,  (or  will  continue 
to  be)  "reasonable  and  necessary"  for  Medicare  coverage  purposes.  In  November  of 
1995  therefore,  the  Agency  for  Health  Care  Policy  and  Research  published  a  notice 
of  assessment  oy  and  effectiveness"  of  lung  volume  reduction  surgery.  The  notice, 
with  a  submission  deadline  of  February  13,  1996,  specifically  indicated  that  the  as- 
sessment was  for  purposes  of  advising  Medicare  on  LVRS  coverage.  However  two 
weeks  later,  without  benefit  of  the  requested  data  or  assessment  by  the  AHCPR, 
HCFA  announced  a  national  coverage  decision  to  its  carriers,  not  to  cover  LVRS  be- 
ginning January  1,  1996.  In  March  1996,  HCFA's  technology  assessment  committee 
(TAC)  met  and  decided  to  continue  its  non-coverage  decision.  I  have  expressed  to 
HCFA's  Bureau  of  Policy  Development  my  concern  at  the  glaring  inaccuracies,  mis- 
representations, and  incomplete  data  presented  to  the  TAC  committee,  as  reflected 
in  its  minutes.  I  was  recently  informed,  by  a  member  of  the  Bureau  of  Policy  Devel- 
opment, that  in  fact,  even  if  such  inaccuracies  or  misrepresentations  had  been 
present,  they  were  of  no  practical  significance,  since  the  bureau  had  "already  made 
up  its  mind"  prior  to  the  TAC  meeting,  and  considered  the  TAC  meeting  as  one  for 
dissemination  of  information  only.  Please  see  Appendix  A  for  a  complete  chronology 
HCFA's  and  NIH's  actions  regarding  LVRS. 

In  May  of  1996,  HCFA  and  the  National  Institutes  of  Health  announced  the  joint 
sponsorship  of  a  seven  year  prospective  randomized  study  to  gather  data  on  the 
safety  and  effectiveness  of  LVRS.  The  outline  of  the  proposal  is  shown  in  Appendix 
B.  As  one  of  the  18  principal  investigators  selected  to  participate  in  the  study,  I  am 
aware  that  patient  enrollment  is  intended  to  begin  in  the  summer  or  fall  of  1997, 
and  at  least  a  five  year  study  is  envisioned,  in  which  a  limited  number  of  patients 
will  be  enrolled.  Furthermore,  in  order  to  have  access  to  Medicare  coverage  for  the 
procedure,  patients  must  consent  to  be  randomized  to  either  conventional  medical 
therapy,  or  to  medical  therapy  plus  the  lung  volume  reduction  procedure.  It  is  the 
current  position  of  Medicare  that  insufficient  data  exists  to  substantiate  the  benefit 
of  LVRS.  Hence,  limiting  the  number  of  Medicare  beneficiaries  who  can  enter  the 
study,  and  requiring  that  half  of  those  be  denied  access  to  the  procedure  to  serve 
as  a  "control",  or  natural  history  group,  is,  in  their  opinion,  ethically  defensible. 
Thus,  from  the  effective  date  of  Medicare's  non-coverage  decision  on  January  1, 
1996,  six  to  seven  years  will  go  by  before  the  results  of  the  HCFA  sponsored  NIH 
study  are  expected  to  be  available. 

The  situation  for  non-Medicare  patients,  however,  is  quite  different.  A  number  of 
independent  assessments  of  this  procedure  have  been  carried  out  by  various  organi- 
zations, insurance  companies,  and  HMOs.  The  National  Blue  Cross  Blue  Shield  or- 
ganization found  the  procedure  to  meet  their  criteria  for  coverage  some  time  ago, 
as  did  the  Aetna  insurance  company  and  Kaiser  Permanente,  an  HMO.  To  date,  vir- 
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tually  all  health  providers  with  whom  we  have  dealt,  amounting  to  more  than  75 
in  all,  have  provided  coverage  for  their  beneficiaries  at  our  institution.  Respected 
for  its  thoroughness  and  objectivity,  the  Health  Technology  Advisory  Committee  of 
the  Minnesota  Health  Care  Commission  in  their  February  1997  report  on  LVRS, 
concluded  after  review  of  the  available  literature  and  consultation  with  experts  in 
the  field  that: 

I.  Short  term  effectiveness  of  six  to  18  months  has  been  demonstrated; 

II.  The  benefits  of  the  surgery  appear  to  outweigh  the  harm; 

III  Mortality  rates  are  at  an  acceptable  level  of  a  major  pulmonary/thoracic  proce- 
dure; 

IV.  It  appears  that  on  a  short  term  basis,  health  care  costs  for  a  patient  after 
LVRS  are  less  than  for  other  patients  before  LVRS.  For  example,  patients  do  not 
need  long  term  oxygen  therapy. 

The  complete  HTAC  report  is  given  in  Appendix  C.  The  independent  assessment 
organization,  ECRI,  in  its  report  of  May  1996,  concluded  that  data  at  the  time 
showed  the  treatment  appeared  to  "offer  short  term  benefits  for  carefully  selected 
patients  when  the  procedure  is  performed  by  experienced  surgeons.  Data  on  the  long 
term  benefits  of  the  procedure  are  not  available." 

Numerous  professional  organizations  have  endorsed  the  procedure  under  appro- 
priate circumstances.  This  includes  the  American  College  of  Chest  Physicians,  the 
American  Thoracic  Society,  and  the  American  Association  of  Respiratory  Care.  In 
November  of  1995,  the  CPT  editorial  panel  of  the  American  Medical  Association  un- 
dertook an  evaluation  of  LVRS.  The  panel  accepted  a  new  CPT  code  for  the  lung 
volume  reduction  procedure  as  previously  reported  by  our  center. 

Coverage  at  the  present  time  is  provided  not  only  by  all  major  insurers,  but  by 
many  Medicare  HMO  providers  as  well,  even  though  not  obligated  to  do  so  under 
their  contractual  arrangements  with  Medicare.  This  procedure  is  also  covered  and 
reimbursed  at  Veterans  Administration  Hospitals,  by  state  Medicaid  providers,  and, 
I  am  told,  by  U.S.  Government  insurance  for  postal  workers,  and  others. 

Presumably,  because  of  the  controversy  surrounding  the  procedure,  and  the  antici- 
pation of  a  long  and  drawn  out  process  before  Medicare  coverage  is  provided,  the 
Congress,  through  Public  Law  104-208,  signed  by  the  President  on  September  30, 
1996,  required  HCFA  to  analyze  all  the  available  data  and  report  its  recommenda- 
tions regarding  reimbursement  for  LVRS.  Congress  set  a  January  1,  1997  deadline. 
The  conference  report  accompanying  the  law  required  Secretary  Shalala  to  describe 
"the  method  and  schedule  for  restoring  Medicare  coverage  of  lung  volume  reduction 
surgery."  I  understand  HCFA  failed  to  meet  the  January  1  deadline  and  asked  for 
an  extension  to  provide  the  Report  "on  or  before  April  1,  1997."  To  the  best  of  my 
knowledge,  HCFA  has  not  responded. 

It  should  be  noted  that  HCFA's  decision  to  continue  its  non-coverage  policy  is 
based  upon  the  health  care  technology  assessment  which  they  requested  from 
AHCPR.  That  report,  prepared  early  in  1996,  was  based  on  a  far  more  limited  data 
base  and  experience  than  is  now  available.  A  partial  list  of  publications  on  LVRS, 
now  available,  is  listed  in  Appendix  D.  The  AHPCR  report,  published  a  year  ago, 
concluded  that  it  "cannot  reasonably  be  concluded  at  this  time  that  objective  data 

Eermits  a  logical  and  scientifically  defensible  conclusion  regarding  the  risks  and 
enefit  of  LVRS  as  currently  provided."  The  report  cited  the  large  variations  in  pa- 
tient selection  criteria,  the  nature  of  the  procedures  performed,  and  most  impor- 
tantly, lack  of  complete  accurate  follow  up  data  at  many  centers.  A  significant  short- 
coming of  the  AHCPR  study  was  that  it  grouped  data  from  different  procedures.  If 
it  had  separated  out  the  data,  as  now  required  by  Public  Law  104-208,  LVRS  re- 
sults may  have  been  much  more  discernible  and  favorable.  The  report  thus  con- 
cluded that  "notwithstanding,  the  data  suggests  that  as-yet  an  undefmable  propor- 
tion of  patients  with  severe  COPD  may  have  realized  some  benefit  from  the  proce- 
dure. If  the  surgery  could  be  accomplished  without  undue  morbidity  or  mortality, 
a  prospective  trial  of  LVRS  under  uniform  protocol  requirements  with  comprehen- 
sive long  term  postoperative  follow-up  data  is  both  ethically  supportable  and  sci- 
entifically essential."  Specifically,  AHCPR's  assessment  did  not  recommend  that  ac- 
cess to  the  procedure  be  limited  or  that  randomization  be  imposed  as  a  prerequisite 
for  access  to  LVRS. 

Serious  issues  now  confront  us  regarding  the  process  by  which  Medicare  coverage 
is  provided  to  its  beneficiaries  for  new  and  developing  technologies  and  procedures. 
First,  Medicare  has  never  succeeded  in  publishing  a  description  of  their  process  for 
making  coverage  decisions.  As  per  the  settlement  of  the  Jameson  v.  Bowen  case  in 
1987,  HCFA  agreed  to  publish  a  description  of  the  process  and  criteria  that  it  uses 
to  make  Medicare  coverage  decisions,  including  decisions  as  to  whether  new  proce- 
dures are  covered,  based  upon  a  finding  of  reasonableness  and  necessity  and/or  safe- 
ty and  effectiveness.  On  January  30,  1989  a  proposed  rule  was  published  in  the  Fed- 
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eral  Register,  but,  a  final  Medicare  coverage  policy  has  not  been  published.  And  ac- 
cording to  a  recent  news  report  quoting  a  high-ranking  HCFA  official,  a  final  rule 
"may  never  be  published  in  any  form." 

In  fairness,  I  must  acknowledge  that  in  my  opinion,  Medicare  initially  saved  lives 
by  suspending  payment  for  the  lung  volume  reduction  procedure,  because  of  some 
of  the  abuse  which  existed,  given  some  questionable  procedures  being  conducted  at 
less  than  qualified  centers,  with  exaggerated  claims  of  benefit  which  were  unsub- 
stantiated. I  believe  that  HCFA  recognized  the  value  of  the  procedure  when  properly 
applied  at  qualified  centers,  but  was  unwilling  or  unable  to  restrict  its  application 
to  insure  careful,  ongoing,  prospective  evaluation  by  which  the  ultimate  role  and 
value  of  the  procedure  could  be  assessed.  Having  no  such  mechanism,  HCFA  turned 
to  the  National  Institutes  of  Health  to  conduct  a  scientific  trial.  This  permitted  NIH 
to  select  centers,  taking  the  political  heat  off  of  HCFA.  An  NIH  trial  may  indeed 
be  one  of  the  best  methods  for  scientifically  evaluating  and  validating  a  new  medical 
procedure  over  the  long  term,  but  is  not,  in  my  opinion,  the  most  appropriate  meth- 
od for  making  a  coverage  decision  for  LVRS,  which  can  be  offered  to  beneficiaries 
under  controlled  circumstances,  as  recommended  by  the  AHCPR  assessment. 

The  proposed  study  jointly  sponsored  by  HCFA  and  NIH,  calls  for  very  limited 
access  to  the  procedure,  and  is,  in  essence  rationing.  Furthermore,  to  be  consistent 
with  HCFA's  position  that  clear  cut  benefit  from  the  procedure  has  not  been  docu- 
mented, the  NIH  trial  incorporated  randomization  as  a  requirement,  namely,  that 
each  appropriate  candidate  would  have  to  agree  to  be  assigned,  essentially  by  the 
flip  of  a  coin,  to  either  have  the  operation  or  be  denied  the  operation  for  a  number 
of  years.  Since  Medicare-dependent  beneficiaries  have  no  alternative  recourse  to  ob- 
taining the  procedure,  unlike  these  who  can  afford  to  pay  for  it  out  of  their  own 
pockets,  or  those  fortunate  to  have  insurance  or  HMO  coverage,  this  provision  has 
the  effect  of  discriminating  against  Medicare-dependent  patients  as  subjects  for  a 
randomized  trial  which  is  ethically  highly  questionable,  in  my  opinion.  In  order  to 
participate  in  the  trial,  each  of  the  18  centers  is  now  being  asked  by  HCFA  and  NIH 
to  adopt  a  position  of  "clinical  equipoise,"  namely,  to  tell  patients  who  have  ex- 
hausted all  current  alternative  therapies,  that  there  is  no  evidence  that  the  oper- 
ation is  any  better  than  continuing  their  medical  management.  Yet  none  of  the  18 
centers  chosen,  including  our  own,  has  seen  the  need  to  randomize  patients,  and  has 
provided  the  operation  routinely  to  appropriately  selected  candidates.  In  essence,  we 
nave  the  financing  mechanism,  HCFA,  imposing  its  judgement  on  the  physicians, 
telling  us  that  our  medical  judgement,  what  is  best  for  the  patient,  does  not  count. 

The  prospect  of  requiring  Medicare  patients  to  comply  with  a  long  term  random- 
ized trial,  when  most  other  individuals  have  coverage  for  the  procedure,  creates  a 
political  and  ethical  dilemma.  In  an  attempt  to  avoid  this,  HCFA,  and  NIH,  took 
two  further  highly  controversial  actions.  The  first  was  to  insist  that  all  centers  par- 
ticipating in  the  NIH  trial,  require  all  non-Medicare  patients,  or  self  pay  individ- 
uals, to  agree  to  randomization  as  a  requirement  for  being  treated  at  that  center. 
Thus,  we  were  told,  that  if  a  patient,  covered,  for  example,  by  a  Blue  Cross  Blue 
Shield  provider,  sought  the  surgery^  at  our  center,  and  was  unwilling  to  adhere  to 
randomization  with  the  possibility  of  denial  of  surgery  for  a  period  of  years,  then 
we  were  to  instruct  the  patient  that  we  could  not  provide  the  operation  and  they 
would  have  to  seek  treatment  at  another  center.  Since  it  is  highly  unlikely  that  any 
covered  patient  or  self  pay  individual  seeking  the  operation  would  agree  to  such  ran- 
domization, this  in  effect  denies  suck  individuals  access  to  treatment  at  the  very 
centers  chosen  as  most  qualified  to  perform  the  surgery. 

The  second  action  involved  NIH  and  HCFA  officials  making  one  or  more  con- 
ference phone  calls  to  private  insurance  providers,  in  an  attempt  to  persuade  the 
companies  to  withhold  LVRS  coverage  from  their  beneficiaries  unless  the  bene- 
ficiaries agreed  to  participate  in  the  NIH  trial.  This,  in  effect,  would  have  required 
the  insurance  companies  to  reverse  their  established  position  based  upon  their  own 
assessment.  To  the  best  of  my  knowledge,  none  of  the  companies  approached  has 
agreed  to  reverse  its  previous  coverage  policy.  Both  of  these  actions,  however,  reflect 
upon  HCFA's  effort  to  dictate  how  physicians  practice  medicine  in  the  private  sec- 
tor, which  appears  to  be  well  beyond  the  scope  of  HCFA's  jurisdiction  or  authority. 
To  summarize,  with  the  lung  volume  reduction  procedure,  as  with  many  previous 
innovations,  Medicare  has  been  among  the  last  to  provide  coverage  for  its  bene- 
ficiaries. The  reasons  and  motives  behind  this  are  difficult  to  ascertain.  Mr.  Bruce 
Vladek  has  insisted  that  it  is  not  a  money  issue.  Perhaps  it  is  not  a  money  issue 
for  HCFA,  but  it  certainly  is  a  serious  money  issue  for  Medicare  beneficiaries,  most 
of  whom  cannot  afford  to  pay  privately  for  uncovered  services.  If  it  is  indeed  a 
money  issue,  then  we  should  in  fact  admit  it,  and  acknowledge  that  the  Medicare 
system,  for  whatever  reasons,  is  unable  to  provide  the  same  level  of  care  currently 
provided  by  most  private  insurers.  If  it  is  not  a  money  issue  then  the  process  of  ap- 
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proval  needs  to  be  fixed  to  make  it  less  discriminatory  against,  and  more  accessible 
to  Medicare  beneficiaries.  I  propose  the  following: 

1.  Whenever  a  new  or  promising  treatment  or  technology  arises  which  appears  to 
offer  benefit  not  otherwise  achievable,  Medicare  should  undertake  a  prompt  review 
using  a  mechanism  similar  to  that  developed  by  the  Blue  Cross  Blue  Shield  organi- 
zation (see  Appendix  E).  The  technology  assessment  program  of  Blue  Cross  Blue 
Shield,  called  TEC,  establishes  a  methodology  to  develop  appropriate  patient  selec- 
tion criteria  and  medial  center  participation.  In  essence,  it  involves  a  process  which 
has  been  designed  to  be  a  model  of  objective,  science-based  assessment  of  clinical 
effectiveness  without  regard  to  cost. 

2.  As  part  of  the  assessment  process  of  new  interventions  and  operations,  I  would 
suggest  that  HCFA  request  from  editors  of  leading  medical  journals,  copies  of  manu- 
scripts which  have  been  reviewed  and  accepted  for  publication  on  the  subject  in 
question.  These  could  be  reviewed  by  the  HCFA  TAC  on  a  confidential  basis  in  order 
to  truly  provide  the  most  up-to-date  information  possible  when  making  decisions 
which  so  critically  affect  the  lives  of  Medicare  beneficiaries.  I  have  personally  ap- 
proached editors  of  several  leading  thoracic  surgical  and  pulmonary  medicine  jour- 
nals in  the  past  week,  and  have  obtained  a  list  of  publications  on  LVRS  which  are 
due  for  publication  in  the  coming  year.  These  are  attached  as  Appendix  F. 

3.  Promising  procedures  should  be  covered  at  specialized  centers  of  excellence  se- 
lected by  Medicare,  in  exactly  the  same  fashion  as  has  recently  been  done  by  Medi- 
care for  coverage  of  lung  transplantation. 

4.  Complete  prospective  accumulation  of  data  should  be  a  requirement  of  partici- 
pation as  a  center  of  excellence,  with  periodic  ongoing  review  by  scientific  advisory 
panel  established  by  HCFA. 

5.  If  and  when  a  consistent  pattern  of  benefit  is  established,  the  number  of  cen- 
ters can  be  expanded  or  the  procedure  can  be  judged  appropriate  for  unrestricted 
coverage  by  all  Medicare  providers.  If  the  procedure  fails  to  demonstrate  sufficient 
benefit,  a  national  policy  of  non-coverage  can  be  instituted. 

6.  The  type  of  liaison  established  between  the  National  Institute  of  Health  and 
HCFA,  designed  to  evaluate  the  scientific  aspects  of  LVRS  should  be  encouraged. 
As  a  participant  in  the  proposed  LVRS  trial,  I  am  excited  by  the  opportunity  of 
studying  in  a  rigorous,  scientific  fashion  many  of  the  unanswered  questions  regard- 
ing LVRS,  including  how  does  the  operation  work,  can  selection  criteria  be  refined, 
what  is  the  duration  of  benefit,  what  measurements  of  lung  function  correlate  best 
with  subjective  improvement,  what  types  of  radiologic  studies  are  most  appropriate 
for  selection  of  candidates,  and  many  others.  However,  the  answers  to  these  ques- 
tions should  not  be  linked  to  coverage  for  Medicare  beneficiaries.  The  information 
is  not  necessarily  relevant  to  a  Medicare  coverage  decision.  If  there  is  a  group  of 
patients  for  whom  the  value  of  the  procedure  is  uncertain,  then  randomization  of 
these  patients  between  surgical  and  nonsurgical  treatment  would  be  scientifically 
valid  and  ethically  defensible.  The  corollary,  however,  is  true  as  well.  If,  for  exam- 
ple, as  is  the  case  for  LVRS,  there  is  a  well-defined  patient  population  for  whom 
the  benefit  is  certain,  randomization  is  not  scientifically  valid  or  ethically  defensible. 

I  must  reiterate  that  most  non-Medicare  beneficiaries  currently  have  access  to 
this  procedure,  whereas  the  process  selected  by  HCFA  to  determine  coverage  has 
already  denied  coverage  for  the  past  15  months,  and  will  continue  to  deny  or  restrict 
coverage  for  many  years  to  come.  Some  of  the  emphysema  patients  who  have  been 
denied  access  to  LVRS  must  now  be  put  back  on  the  lung  transplant  waiting  list, 
since  they  have  no  other  option.  This  has  the  effect  of  reducing  the  number  of  lung 
transplants  available  to  other  patients,  such  as  those  with  cystic  fibrosis,  for  whom 
no  other  alternative  exists. 

The  Health  Care  Finance  Administration,  should  be  given  the  necessary  tools  to 
solve  this  problem,  including  what  the  health  technology  committee  of  the  Min- 
nesota Health  Commission  refers  to  as  "coverage  with  conditions,"  namely  the  abil- 
ity to  restrict  coverage  to  selected  centers  during  the  developmental  phase  of  new 
and  potentially  lifesaving  surgical  interventions. 

Thanks  to  the  pioneering  work  of  many  others,  enormous  support  from  colleagues 
and  staff  at  the  University  of  Toronto  and  Washington  University  in  St.  Louis,  and 
a  large  measure  of  good  luck,  I  have  been  privileged  to  spearhead  the  development 
of  successful  lung  transplantation  and  to  develop  the  lung  volume  reduction  proce- 
dure for  patients  crippled  by  end-stage  lung  disease.  I  have  made  every  attempt  to 
develop  both  fields  as  rigorously,  scientifically,  and  ethically  as  possible  and  to  share 
as  rapidly  as  possible  our  experience  with  colleagues  around  the  world,  so  that  as 
many  patients  as  possible  might  benefit  from  these  advances.  In  my  opinion,  I  have 
spent  far  too  much  time  battling,  on  behalf  of  my  patients,  for  health  care  coverage. 
I  wish  I  had  been  able  to  spend  less  time  battling  for  acceptance  and  more  time 
battling  disease  and  providing  service  to  my  patients. 
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Thank  you  for  this  opportunity  to  testify  on  this  urgent  health  care  matter.  I 
would  be  pleased  to  answer  any  questions  you  may  have. 


Appendix  A 

Chronology  of  Government  Action  Regarding  Lung  Volume  Reduction 

Surgery 

11/15/96  The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  publishes 
a  Notice  of  Assessment  of  Medical  Technology  to  determine  the  "safety  and  effective- 
ness" of  lung  volume  reduction  surgery  (LVRS)  in  the  Federal  Register,  calling  for 
information  on  the  risks,  benefits,  and  costs  associated  with  LVRS.  The  notice  sets 
a  data  submission  deadline  of  February  13,  1996. 

12/195  HCFA  announces  its  national  coverage  decision  to  the  carriers  not  to 
cover  LVRS  beginning  January  1,  1996. 

3/27/96      HCFA's  TAC  meets  and  decides  to  continue  its  non-coverage  decision. 

4/24/96  HCFA  and  NIH  announce  their  intention  to  collaborate  on  a  multi- 
center,  randomized  clinical  study  of  the  effectiveness  of  LVRS  (this  predates  the 
completion  of  the  AHCPR  assessment). 

5/9/96  HCFA  and  NIH  announce  their  joint  sponsorship  of  a  7-year  prospective 
randomized  study  to  gather  data  on  the  safety  and  effectiveness  of  LVRS. 

5/22/96  AHCPR  issues  its  Health  Technology  Assessment  entitled,  "Lung  Vol- 
ume Reduction  Surgery  for  End-Stage  Chronic  Obstructive  Pulmonary  Disease."  The 
assessment  lumps  together  all  data  for  all  variations  of  LVRS  plus  laser  and  con- 
cludes there  is  ambiguity  and  uncertainty  in  the  data.  AHCPR's  recommendation 
does  not  discuss  randomization  to  current  medical  treatment,  capping  the  number 
of  patients  or  centers  involved  in  the  study. 

6/3/96  NIH  issues  its  Request  for  Proposals  from  clinical  centers  to  participate 
in  the  prospective  randomized  study,  with  an  original  deadline  for  submissions  of 
August  5,  1996. 

6/26/96  NIH  amends  it  request  for  proposals,  in  response  to  concerns  ex- 
pressed by  medical  centers  about  the  minimum  of  50  surgeries  required  to  qualify 
for  consideration.  It  drops  this  requirement  and  extends  the  deadline  for  submis- 
sions to  August  19,1996. 

9/12/96  H.R.  3755  passes  the  Senate  Appropriations  Committee  with  addi- 
tional language,  requiring  HCFA  to  analyze  all  of  the  data  it  has  available  to  date 
and  to  report  its  recommendations  regarding  reimbursement  for  LVRS  via  a  report 
to  Congress  by  January  1,  1997. 

9/28/96  Conference  Report  accompanying  H.R.  2610  (of  which  H.R.  3755  be- 
came a  part),  accepts  Senate  bill  language  and  states  that  the  Congress  is  directing 
the  Secretary  of  HHS  to  submit  a  report  (to  Congress  by  January  1,  1997)  "describ- 
ing the  method  and  schedule  for  restoring  Medicare  coverage  of  lung  volume  reduc- 
tion surgery."  (emphasis  added) 

12/20/96  NIH  announces  selection  of  17  centers  (plus  one  coordinating  center) 
to  participate  in  7-year  prospective  randomized  study.  The  30-member  panel  review- 
ing the  applications  consisted  of  27  internists/pulmonologists  and  3  surgeons.  In 
fact,  a  few  centers  selected  have  very  little  surgical  experience  with  the  procedure 
which  could  adversely  impact  the  outcomes  HCFA  and  NIH  are  trying  to  measure. 
Other  centers  with  significant  surgical  experience  are  not  included. 

1/1/97  Deadline  for  HCFA  to  submit  report  to  Congress  analyzing  all  available 
data  and  describing  a  schedule  to  restore  Medicare  coverage  for  LVRS. 

1/23/97  HCFA  writes  to  Senator  Specter  and  asks  for  an  extension  of  the  Jan- 
uary 1,  1997  deadline  to  "on  or  before  April  1,  1997." 

4/1/97  HCFA  fails  to  submit  report  to  Congress  in  timely  fashion  as  required 
by  law  as  well  as  within  its  own  request  for  more  time. 
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Appendix  B 

NIH-HCFA  RFP  Study  Parameters  for  Lung  Volume  Reduction  Surgery 

•  Prospective  (therefore  will  not  consider  published  or  pre-publication  peer  re- 
viewed data  to  date) 

•  Seven  year  study  divided  into  three  phases: 

—Phase  I:  9  months  (December  20,  1996-September  19,  1997) 
— Principal  investigators  develop  protocols  to  evaluate  LVRS 
—Phase  II:  5  years  3  months  (September  20,  1997-December  19,  2003) 
— Conduct  the  study 

—Phase  III:  12  months  (December  20,  2003-December  20,2004) 
— Complete  written  report  and  manuscripts  for  publication 

•  12-15  medical  centers  plus  one  coordinating  center  to  participate  (17  selected 
plus  one  coordinating  center — geographic  distribution  is  skewed) 

•  Registry — recruit  13,000  emphysema  patients  (14%  of  approximately  91,200  po- 
tential candidates) 

•  Compare  current  medical  treatment  (CMT)  to  2  types  of  LVRS:  by  median 
sternotomy  and  by  video  assisted  thorascopic  surgery  (VATS) 

•  Randomization: 
— Three  armed  trial: 

— I:  CMT  v.  median  sternotomy 
—II:  CMT  v.  VATS 

—III:  CMT  v.  median  sternotomy  v.  VATS 

— Total  of  2,580  patients  selected  from  13,000  patient  registry  (3%  of  approxi- 
mately 91,200  potential  candidates) 
—1:495/495 
—11:4951495 
—111:200/200/200 

— Therefore,  1,390  patients  receive  LVRS  (2%  of  approximately  91,200  potential 
candidates)  and  1,190  receive  current  medical  treatment 

•  REP  is  silent  on  the  issues  of  having  more  than  2,580  patients  enter  the  study, 
or  ending  the  study  before  december  20,2004 


Appendix  C 

Minnesota  HTAC  Report 

Lung  Volume  Reduction  Surgery  for  Diffuse  Emphysema 

HTAC,  Health  Technology  Advisory  Committee,  Minnesota  Health  Care  Commission, 
Report,  February  1997,  Lung  Volume  Reduction  Surgery  for  Diffuse  Emphysema, 
The  mission  of  the  Health  Technology  Advisory  Committee  is  to  provide  objective,  sci- 
entifically based  information  on  health  technologies  to  the  Minnesota  Health  Care 
Commission.  For  additional  information,  please  contact  us  at:  121  East  7th  Place, 
Suite  450,  P.O.  Box  64975,  St.  Paul,  MN  55164-0975,  (612)  282-6374 

Lung  Volume  Reduction  Surgery  for  Diffuse  Emphysema,  Final  Report 

Produced  by  the  Health  Technology  Advisory  Committee  and  Approved  by 
the  Minnesota  Health  Care  Commission,  February  19,  1997 

Health  Technology  Advisory  Committee 

**John  Abenstein,  MSEE,  M.D. 
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Dashe  &  Thomson 

Background  and  Purpose  of  the  Health  Technology  Advisory  Committee 

(HTAC) 

This  health  technology  assessment  report  was  produced  by  the  Health  Technology 
Advisory  Committee  (HTAC)  of  the  Minnesota  Health  Care  Commission  (MHCC). 
The  HTAC  was  established  in  1992  by  the  Minnesota  State  Legislature  as  a  non- 
partisan, independent  body  charged  with  assessing  new  and  existing  health  care 
technologies  and  applying  a  Minnesota  perspective.  It  bases  its  evaluations  on  exist- 
ing research  and  assessments  of  technology,  providing  balanced,  objective  informa- 
tion important  to  the  entire  health  care  system.  The  HTAC  conducts  its  assessments 
in  an  open,  public  forum,  actively  soliciting  comment  from  the  public  and  stake- 
holder groups. 

Health  technologies  are  broadly  defined  in  statute  to  include  "...drugs,  devices, 
procedures,  or  processes  applied  to  human  health  care...  ."  Technologies  are  selected 
for  review  by  the  volunteers  who  make  up  the  HTAC,  who  represent  diverse  sectors 
of  the  health  care  industry. 

The  criteria  for  selection  of  health  care  technologies  for  evaluation  include:  the 
level  of  controversy  within  the  medical  or  scientific  community,  including  question- 
able or  undetermined  efficacy;  cost  implications;  potential  for  rapid  diffusion;  impact 
on  a  substantive  patient  population;  existence  of  alternate  technologies;  impact  on 
patient  safety  and  health  outcome;  public  health  importance;  level  of  public  and  pro- 
fessional demand;  social,  ethical  and  legal  concerns;  and,  the  prevalence  of  the  dis- 
ease or  condition. 

Once  selected,  technologies  are  evaluated  on  issues  of  safety,  clinical  effectiveness, 
improvement  in  health  outcome  and  cost  effectiveness.  With  the  help  of  outside  con- 
sultants, relevant  data,  studies  and  other  information  is  critically  reviewed  and  ana- 
lyzed by  the  HTAC  work  groups.  A  technology  assessment  report  is  prepared  and 
submitted  to  the  HTAC  for  discussion  and  approval. 

Two  formal  opportunities  for  public  input  occur.  A  30-day  public  comment  period 
follows  HTAC's  approval  of  the  report.  Letters  received  during  this  time  are  incor- 
porated into  the  final  report  which  is  then  submitted  to  the  MHCC  for  their  review 
and  approval.  Public  testimony  is  heard  by  the  MHCC  and  is  taken  into  consider- 
ation. The  public  is  also  welcome  to  attend  work  group  meetings  and  often  plays 
an  active  role  in  the  development  of  an  HTAC  report. 

Upon  the  MHCC's  approval,  the  report  is  made  available  through  the  Minnesota 
Health  Information  Clearinghouse. 

Lung  Volume  Reduction  Surgery  (LVRS)  for  Diffuse  Emphysema 

A  notice  soliciting  public  comment  appeared  in  the  January  21,  1997  Minnesota 
State  Register.  No  public  comment  on  the  report  was  received.  Following  the  public 
comment  period,  the  report  was  reviewed  and  approved  by  the  Minnesota  Health 
Care  Commission  at  their  February  19,  1997  meeting.  No  public  testimony  was  of- 
fered at  that  time. 
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The  information  contained  in  this  report  has  been  judged  to  be  current  as  of  Fall 
1996.  Readers  should  be  aware  that  new  information  or  developments  may  require 
additional  assessment  or  interpretation  of  previous  findings.  Readers  should  also  be 
aware  that  the  studies  and  information  used  by  HTAC  in  completing  its  assess- 
ments are  typically  designed  to  answer  questions  relating  to  classes  of  patients, 
rather  than  to  a  specific  individual.  Individuals  making  personal  health  care  deci- 
sions are  encouraged  to  obtain  additional  information  in  consultation  with  their 
physician. 

For  additional  information  about  the  Health  Technology  Advisory  Committee 
(HTAC)  contact:  Minnesota  Health  Care  Commission,  P.O.  Box  64975,  121  E.  Sev- 
enth Place,  Suite  450,  St.  Paul,  Minnesota  55164-0975,  (612)  282-6374 

Distribution  Plan 

Notices  announcing  publication  of  Lung  Volume  Reduction  Surgery  for  Diffuse 
Emphysema,  by  the  Health  Technology  Advisory  Committee  and  the  Minnesota 
Health  Care  Commission  will  be  sent  to  individuals  and  organizations  on  the  report 
distribution  master  list.  In  addition,  the  report  will  be  sent  to  the  following  organiza- 
tions and  specialty  societies:  American  Association  of  Cardiovascular  and  Pulmonary 
Rehabilitation,  American  Association  for  Thoracic  Surgery,  American  College  of 
Chest  Physicians,  the  American  College  of  Surgeons,  and  the  American  Thoracic  So- 
ciety. The  report  will  also  be  sent  to  both  the  national  office  and  the  Minnesota  chap- 
ter of  the  American  Lung  Association. 

Lung  Volume  Reduction  Surgery  for  Diffuse  Emphysema,  Final  Report 

This  report  examines  lung  volume  reduction  surgery  as  a  treatment  for  diffuse 
emphysema.  The  Health  Technology  Advisory  Committee  (HTAC)  studied  this  pro- 
cedure because  of  the  increased  frequency  of  emphysema  and  because  emphysema 
has  significant  health  and  cost  implications.  This  report  is  intended  to  help  patients, 
their  families,  health  care  providers,  payers,  and  Minnesota  policy-makers  make  in- 
formed choices  and  decisions. 

Background 

Emphysema 

Over  1.9  million  Americans  have  emphysema,  an  incurable  degenerative  lung  dis- 
ease. Although  emphysema  may  have  genetic  origins  or  arise  from  poor  air  quality 
in  industrial  settings,  the  main  cause  of  the  disease  is  chronic  tobacco  smoking.  As 
the  disease  progresses  and  lung  tissue  continues  to  degrade,  more  and  more  air  is 
trapped  within  the  lungs.  The  lungs  become  so  enlarged  that  inhaling  more  air  be- 
comes difficult  and  trapped  air  must  be  forcibly  exhaled.  The  result  is  hyperinflated 
lungs,  a  distended  chest  cavity,  breathlessness  (dyspnea),  oxygen  starvation  and  re- 
striction of  normal  daily  activities.  Life  expectancy  for  late-stage  emphysema  pa- 
tients is  2  to  5  years. 

The  prevalence  of  emphysema  has  increased  more  than  40%  in  the  last  decade. 
Approximately  34,000  Minnesotans  have  emphysema;  of  these,  15-20%  are  in  the 
late-stage  of  the  disease  requiring  aggressive  medical  management  such  as  long- 
term  oxygen  therapy  (LTOT),  medication,  smoking  cessation  programs,  and  pul- 
monary rehabilitation  programs.  At  this  time,  standard  therapy  for  extending  life 
in  late-stage  emphysema  patients  is  smoking  cessation  and  LTOT. 
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Diffuse  Emphysema  versus  Bullous  Emphysema 

Generally,  emphysema  is  not  distributed  homogeneously  throughout  the  lungs. 
Some  portions  of  the  lung  are  more  affected  by  the  disease  than  others  and  will  ven- 
tilate more  slowly  than  the  healthier  regions.  Severely  damaged  lung  tissue  may  ex- 
hibit areas  of  large  air-filled  sacs  called  bullae;  this  condition  is  called  bullous  em- 
physema and  is  not  the  subject  of  this  report.  Diffuse  emphysema,  then,  is  defined 
as  a  condition  in  which  some  lung  tissue  is  virtually  nonfunctional,  but  has  no  large 
bullae,  while  other  portions  of  the  lung  are  less  diseased  and  functioning  in  a  more 
normal  manner.  High  resolution  computed  tomography  (CT  scan)  is  used  to  assess 
the  condition  of  emphysematous  lung  tissue. 

Lung  Volume  Reduction  Surgery  (LVRS)  for  Diffuse  Emphysema 

This  report  examines  the  current  status  of  lung  volume  reduction  surgery  to  treat 
diffuse  emphysema  (LVRS).  Many  pulmonologists  and  thoracic  surgeons  believe  that 
the  surgery  has  the  potential  to  relieve  the  symptoms  of  late-stage  diffuse  emphy- 
sema for  a  select  group  of  patients.  The  procedure  is  not  curative  in  any  way  and 
can  best  be  described  as  returning  the  disease  of  an  individual  patient  to  an  earlier 
stage.  Due  to  the  emerging  status  of  the  application,  neither  long  term  clinical  effec- 
tiveness nor  cost  effectiveness  have  been  evaluated. 

LVRS  was  originally  proposed  by  Otto  Brantigan,  M.D.  more  than  35  years  ago. 
He  theorized  that  surgical  excision  (cutting  away)  of  diseased  lung  tissue  would  re- 
duce lung  volumes,  thereby  restoring  the  outward  elastic  pull  on  the  small  airways 
and  reducing  airway  obstruction.  Brantigan  performed  lung  reduction  for  diffuse 
emphysema  in  33  patients  with  an  initial  mortality  rate  of  18%.  The  high  mortality 
rate  discouraged  further  use  of  this  application  for  diffuse  emphysema  for  some 
time. 

In  the  1990s,  the  increasing  prevalence  of  emphysema,  and  recent  advances  in 
pulmonary  rehabilitation,  anesthetic  technique  and  surgical  instrumentation  gen- 
erated a  resurgence  of  interest  in  LVRS  as  an  alternative  to  medical  management, 
or  as  a  bridge,  or  in  addition  to,  lung  transplantation.  Many  clinical  centers  have 
been  publishing  data  indicating  that  a  lung  reduction  of  20  to  30%  in  patients  with 
diffuse  emphysema  allows  the  chest  wall  and  diaphragm  to  resume  a  more  normal 
position,  thus  improving  the  mechanics  of  breathing.  Mortality  rates  vary,  but  are 
much  lower  than  originally  reported. 

Recent  published  studies 1  of  patients  who  have  undergone  LVRS  for  diffuse  em- 
physema demonstrate  short-term  (6  to  18  months)  improvements  in  pulmonary 
function  [measured  by  FEV-1,  VC,  TLC,  RV2]  and  improved  dyspnea  assessments. 
Quality  of  life 3  improves  dramatically  in  some  cases;  many  patients  are  no  longer 
dependant  on  oxygen  and  resume  daily  activities. 

However,  the  published  data  should  be  interpreted  with  caution.  There  is  little 
consensus  among  medical  centers  on  choosing  which  patients  are  most  likely  to  be 
helped  and  not  harmed  by  the  procedure  (see  Appendix  II).  Patient  samples  have 
been  small  and  studies  have  not  been  randomized,  which  is  the  gold  standard  to 
determine  effectiveness.  Also,  a  variety  of  surgical  techniques  are  being  used  for 
lung  reduction  for  diffuse  emphysema;  no  standard  surgical  protocol  has  been  devel- 
oped. Further,  because  of  the  emerging  status  of  this  procedure,  there  is  no  informa- 
tion on  long-term  outcome  (2  to  5  years). 

National  Institute  of  Health — Clinical  Trial  for  LVRS 

The  National  Institute  of  Health  (NIH)  announced  on  June  10,  1996  that  it  will 
sponsor  a  seven-year  clinical  trial.4  The  trial  is  expected  to  answer  these  questions: 

•  Which  patients  will  benefit  from  LVRS? 

•  What  is  the  best  surgical  procedure? 

•  What  are  the  long-term  outcomes  of  the  surgery? 

The  trial  will  involve  approximately  2,500  patients  at  10  to  15  centers5  through- 
out the  United  States.  The  centers  involved  are  in  endnote  5. 

The  Health  Care  Financing  Administration  (HCFA)  will  reimburse  centers  for 
Medicare-eligible  patients  involved  in  the  NIH  clinical  trial;  it  is  not  known  whether 

Erivate  payers  will  participate  with  funding  for  those  patients  who  are  not  covered 
y  Medicare. 
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Findings 

Provider  Charges:  Medical  Management  and  LVRS 

To  date,  over  70  LVR  surgeries  have  been  performed  at  medical  centers  in  Min- 
nesota. However,  cost  effectiveness,  including  post-surgical  use  of  health  care  serv- 
ices, for  LVRS  versus  continued  medical  management,  has  not  been  evaluated. 

Medical  management,  for  patients  who  do  not  undergo  LVRS,  includes  long  term 
oxygen  therapy  (LTOT),  medication,  and  hospital  and  emergency  room  visits.  Ac- 
cording to  the  Institute  for  Clinical  Systems  Integration,  total  Medicare  payments 
spread  over  5  years  (maximum  life  expectancy),  not  including  rehabilitation,  are  es- 
timated at  $65,800  per  patient.  This  includes  $3,360/year  for  LTOT  and  $10,000/ 
year  for  hospital  charges.  An  eight  week  pulmonary  rehabilitation  program  ranges 
from  $  1,500  to  $5,000.  However,  a  center  in  Minnesota  reports  that  medical  man- 
agement charges  of  $70,000/year  per  patient  are  not  uncommon. 

Charges  for  LVRS  vary  among  centers.  The  estimated  cost  for  LVRS  at  one  center 
in  Minnesota  ranges  from  $30,000  to  $55,000,  excluding  physician  fees.  This  in- 
cludes hospital  costs,  of  a  14-18  day  hospital  stay,  with  4-5  days  in  the  intensive 
care  unit. 

At  another  Minnesota  center  the  range  of  total  hospital  charges,  excluding  physi- 
cian fees,  ranges  from  $29,000  to  $39,000.  No  information  is  available  for  post- 
surgical patient  utilization  of  services  or  charges. 

Reimbursement  Issues 

Minnesota  health  plans  vary  in  their  classification  and  coverage  of  the  surgery. 
Blue  Cross/Blue  Shield  of  Minnesota's  medical  policy  states  that  LVRS  is  an  "inves- 
tigative procedure"  and  covers  the  surgery  only  when  performed  at  Mayo  Clinic, 
Rochester,  and  the  University  of  Minnesota  Hospitals  in  Minneapolis.  Medica's  med- 
ical policy  states  that  "lung  volume  reduction  is  experimental  and  offers  no  cov- 
erage for  the  surgery. 

The  Health  Care  Financing  Administration  (HCFA — which  makes  decisions  re- 
garding Medicare  reimbursements)  halted  Medicare  payments  for  LVRS  in  Decem- 
ber 1995  pending  a  health  technology  assessment  by  the  Agency  for  Health  Care 
Policy  and  Research  (AHCPR).  On  the  basis  of  the  AHCPR  assessment,  completed 
in  April  1996,  HCFA  has  determined  that  it  will  pay  only  for  those  patients  under- 
going lung  reduction  for  diffuse  emphysema  in  the  context  of  the  NIH  clinical  trial 
which  will  commence  in  1997  (see  clinical  trial  described  above  and  in  endnote  4). 

Conclusions  from  the  Data 

After  review  of  the  available  literature  and  consultation  with  experts  in  this  field, 
HTAC  has  determined  that: 

•  Short  term  effectiveness  of  6  to  18  months  has  been  demonstrated. 

•  The  benefits  of  the  surgery  appear  to  outweigh  the  harm. 

•  Mortality  rates  are  at  an  acceptable  level  for  a  major  pulmonary/thoracic  proce- 
dure. 

•  It  appears  that,  on  a  short-term  basis,  health  care  costs  for  a  patient  after 
LVRS  are  less  than  for  the  patient  before  LVRS.  For  example,  patients  may  not 
need  LTOT. 

These  conclusions  led  HTAC  to  the  following  recommendations. 

Recommendations 

The  published  information  and  testimony  of  experts  reviewed  by  HTAC  suggests 
that  LVRS  may  benefit  a  select  group  of  Minnesota  patients.  However,  many  ques- 
tions remain  unanswered: 

1)  How  should  patients  be  selected  for  LVRS? 

2)  What  is  the  optimal  surgical  technique  for  LVRS? 

3)  What  is  the  long-term  outcome  of  LVRS? 

4)  What  is  the  cost  effectiveness  of  LVRS  compared  to  medical  management  with 
LTOT? 

Recommendation  I.  Coverage  with  Conditions 

HTAC  recommends  that  coverage  for  LVRS  for  diffuse  emphysema  include  condi- 
tions. "Coverage  with  conditions"  means  that  the  payer  will  provide  insurance  pay- 
ment, but  only  if  certain  conditions  are  met.  The  conditions  attached  to  coverage 
should  be  specifically  designed  to  aid  the  data  collection  and  analysis  needed  for 
more  definite  conclusions  regarding  the  long-term  safety,  effectiveness  and  cost  of 
LVRS  for  diffuse  emphysema. 
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For  example,  coverage  could  be  conditioned  on  participation  of  the  patient  and 
center  in  either  the  NIH  trial  or  (for  patients  not  eligible  to  enter  the  NIH  trial) 
in  prospective  outcomes  data  collection,  coordinated  with  national  efforts  and  be- 
tween all  centers  in  Minnesota  performing  LVRS. 

Recommendation  II.  Requirements  of  Facility  and  Its  Staff  for  Coverage  with  Condi- 
tions 

LVRS  should  only  be  performed  at  medical  centers  which  offer  a  complete  LVRS 
program: 

1.  The  institution  must  have  board  certified  or  eligible  pulmonologists,  thoracic 
surgeons,  and  anesthesiologists  familiar  with  complex  problems  in  general  thoracic 
surgery. 

2.  Nurses,  respiratory  therapists,  pain  management  services  and  a  suitably 
equipped  and  staffed  intensive  care  unit  should  be  available. 

3.  The  program  must  also  offer  pre-  and  post-operative  rehabilitation. 

4.  The  surgery  should  not  be  restricted  to  academic  medical  centers. 

5.  Patient  selection  criteria  must  be  well-defined  (See  appendix  II). 

6.  The  center  must  participate  in  a  clinical  registry  and  provide  data  for  collec- 
tion. 

Recommendation  III.  Requirement  of  Participation  in  Clinical  Trial  I Registry  for 
Coverage  with  Conditions 

1.  Centers  in  Minnesota  which  are  not  accepted  for  the  NIH  clinical  trial  must 
follow  guidelines  for  patient  selection  outlined  in  the  NIH  request  for  proposal,  and 
collect  the  data  needed  to  answer  the  four  questions  above. 

2.  Randomized  trials  are  encouraged,  depending  on  the  questions  that  need  to  be 
answered  and  if  trials  are  feasible  to  conduct.  A  mandatory  registry6  approach  to 
data  collection  is  suggested  where  randomized  trials  cannot  be  performed. 


Appendix  I:  Guidelines  From  Other  Sources 

American  Lung  Association 

"At  this  point  in  time,  the  operation  should  not  be  considered  experimental,  al- 
though insufficient  data  are  available  to  determine  if  lung  volume  reduction  surgery 
should  be  considered  standard  therapy.  Since  there  are  many  questions  to  be  an- 
swered we  recommend  that  this  operation  be  performed  only  at  centers  where  these 
procedures  can  be  more  completely  studied  through  clinical  trials  and  extensive 
physiologic  evaluations." 

ICSI  Committee  Summary 

The  ICSI  Technology  Assessment  Committee  finds  that  the  results  to-date  of  lung 
reduction  surgery  for  emphysema  show  a  definite  improvement  in  lung  function,  ex- 
ercise tolerance  and  psychosocial  status  among  undifferentiated  and  poorly  defined 
groups  of  patients. 

However,  to  better  define  appropriate  indications  and  long-term  results,  patients 
requiring  lung  reduction  surgery  should  be  enrolled  in  carefully  designed  scientif- 
ically valid  clinical  trials  conducted  at  institutions  with  the  necessary  expertise.  Ac- 
cordingly, long-term  data  are  critical  before  assessment  of  safety  and  efficacy  of  re- 
duction pneumoplasty  is  possible. 

American  College  of  Chest  Physicians— Response  to  HCFA 

1)  Patients  who  are  being  considered  for  LVRS  should  be  evaluated  by  a 
pulmonologist  and  a  thoracic  surgeon  who  are  knowledgeable  and  experienced  in 
caring  for  patients  with  severe  emphysema.  Evaluation  should  include: 

a.  CT  scan  of  chest 

b.  Full  pulmonary  function  tests 

c.  Quantitative  ventilation/perfusion  lung  scan 

d.  Evaluation  of  cardiac  function 

e.  Objective  test  of  exercise  performance 

Usually,  only  10-20%  of  patients  evaluated  are  considered  to  be  candidates  for 
LVRS.  Cigarette  smoking  in  the  past  six  months  is  an  absolute  contraindication.  Pa- 
tients with  other  life-threatening  illnesses  are  unlikely  to  be  appropriate  candidates. 
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2)  Intensive  medical  therapy,  including  pulmonary  rehabilitation,  is  the  mainstay 
of  treatment  of  diffuse  emphysema.  If  sufficient  improvement  in  symptoms  does  not 
occur  following  intensive  medical  treatment,  surgical  options  including  LVRS  or 
lung  transplantation  may  be  considered 

3)  Any  institution  carrying  out  LVRS  should  have  board  certified  or  eligible 
pulmonologists  thoracic  surgeons,  and  anesthesiologists  familiar  with  complex  prob- 
lems in  general  thoracic  surgery.  Nurses,  respiratory  therapists,  a  pain  management 
service  and  a  suitably  equipped  and  staffed  intensive  care  unit  should  also  be  avail- 
able. 

4)  Careful  records  must  be  kept,  continually  updated  and  shared  through  a  na- 
tional data  bank.  As  specific  information  becomes  available  and  criteria  established 
for  selection  and  care  of  these  patients,  this  information  should  be  disseminated  as 
efficiently  as  possible. 


Appendix  II:  Sample  Patient  Selection  Criteria  from  Several  Centers 


Criterion 

Center  A 

Center  B 

Center  C 

Reason 

Smoker? 

no   

no   

no   

Reduces  chances  of  post  op 
smoking;  indicates  patient's 
commitment  to  recovery 

There  is  a  FEV-1  "window"  of 
patients  suited  for  LVRS  who 
are  neither  too  ill  nor  too 

FEV-1  of 
predicted 1. 

20-30% 

less  than  35% 

15-35% 

PC022 
Steriods   

less  than  55 
mm. 

no   

(relative)  

NA   

less  than  50 
mm. 

NA   

healthy. 

Too  much  C02 — air  exchange  is 
poor;  post  op  may  require 
ventilator 

Use  of  steriods  may  slow  heal- 
ing process  after  surgery 

Increases  strength,  stamina,  en- 
durance motivation;  improves 
post  op  healing. 

Post  op  complications  (such  as 
pneumonia  and  blood  clots) 
may  arise  in  older  patients 
whose  endurance  and  stamina 
is  weak. 

Pre  operative 
Rehabilita- 
tion. 

Age  

yes   

yes   

yes   

less  than  75 
years. 

less  than  75 
years. 

less  than  75 
years. 

1  FEV-1  Forced  Expiratory  Volume  1 — the  amount  of  air  exhaled  in  the  first  second  of  forced  expiration. 
2PC02  Partial  pressure  of  C02  measures  whether  there  is  too  much  C02  and  not  enough  02  (oxygen)  in 
the  bloodstream 


Appendix  III:  Methods  and  Sources 

Methods 

This  report  is  the  result  of  a  collaborative  effort  involving  the  Minnesota  Health 
Care  Commission  (MHCC),  the  Minnesota  Department  of  Health's  Division  of 
Health  Policy  and  Systems  Compliance,  the  Health  Technology  Advisory  Committee 
work  group  members  and  staff,  field  experts,  and  an  independent  technical  writer/ 
consultant.  Current  sources  (see  below)  were  thoroughly  analyzed,  synthesized  and 
summarized  before  inclusion  in  this  report.  The  text  and  data  included  in  the  report 
were  reviewed  and  revised  several  times  to  insure  objective,  accurate  and  under- 
standable information 

This  report  may  be  used  by  physicians,  health  care  providers,  insurers,  legislators, 
and  health  care  recipients  in  making  informed  decisions  and  choices  regarding  lung 
volume  reduction  surgery  for  diffuse  emphysema. 
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Endnotes 

1.  See  Sources:  Cooper  et  aL,  1995,  Gaisert  et  al.,  1996,  McKenna  et  al.  1996,  Sciurba  et  al., 
1996,  and  Zenati  et  al.,  1995. 

2.  Standard  Pulmonary  Function  Tests  measure  how  well  the  lungs  are  working: 

FEV-1  Forced  Expiratory  Volume  1 — the  amount  of  air  exhaled  in  the  first  second  of  forced 
expiration. 

VC:  Vital  Capacity  is  the  total  amount  of  air  which  can  be  slowly  and  completely  expired. 
TLC:  Total  Lung  Capacity  is  the  total  volume  of  air  in  the  lungs  at  full  inspiration. 
RV:  Residual  Volume  is  the  air  in  the  lungs  after  full  expiration. 

3.  Quality  of  Life — Subjective  assessments  based  on  patient's  rating  of  pain,  energy,  emotional 
reaction,  physical  mobility,  etc.,  related  to  his  or  her  daily  activities. 

4.  The  NIH  Request  for  Proposals,  which  outlines  the  design  of  the  study,  is  available  at  go- 
pher^/gopher.nih.gov/00/res/nih-guide,  quoted  in  part  below: 

"The  National  Heart,  Lung,  and  Blood  institute  (NHLBI)  of  the  National  institutes  of  Health 
(NIH)  and  the  Health  Care  Financing  Administration  (HCFA)  will  jointly  sponsor  and  support 
a  seven  year  multi-center  randomized,  clinical  trial  in  association  with  a  prospective  registry 
to  examine  the  role  of  Lung  Volume  Reduction  Surgery  (LVRS)  in  the  treatment  of  end-stage 
emphysema,  evaluate  the  long  term  outcome  of  LVRS  on  function,  morbidity  and  mortality  and 
define  appropriate  patient  selection  criteria  for  the  procedure.  The  program  will  consist  of  ap- 
proximately 10  to  15  clinical  centers  and  a  coordinating  center... 

Clinical  centers  must  document  a  strongly  integrated  team  with  expertise  in  the  following 
areas:  thoracic  surgery,  the  surgery  being  offered,  the  pre-,  peri-  and  post-operative  care  of  end- 
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stage  emphysema  patients  undergoing  thoracic  surgery,  pulmonary  medicine  and  the  care  of 
end-stage  emphysema  patients,  the  rehabilitation  and  education  of  end-stage  emphysema  pa- 
tients, the  conducting  of  clinical  trials,  pulmonary  physiology,  cardiology,  radiology  and  evalua- 
tion of  dyspnea  and  quality  of  life,  in  addition,  the  centers  must  document  strong  collaborative 
ties  with  other  consultative  services. 

The  study  will  be  conducted  in  three  phases.  Phase  I  (9  Months)  will  be  for  development  of 
a  protocol  and  manual  of  operations  and  recruitment  and  training  of  personnel.  Phase  11(63 
Months)  will  be  for  recruitment  of  patients,  treatment  and  follow-up.  Phase  III  (12  Months)  will 
be  for  analysis  of  data  and  writing  of  manuscripts  describing  results  of  the  study. 

A  registry  will  be  established  to  serve  as  a  repository  of  severe  end  stage  emphysematous  pa- 
tients, who  have  been  referred  for  evaluation  for  LVRS,  transplant  or  pulmonary  rehabilitation 
to  any  of  the  participating  clinical  centers.  Baseline  clinical  data  will  be  invited  for  inclusion 
in  the  randomized  study.  Patients,  who  are  not  randomized,  but  agree  to  be  in  the  registry  will 
be  followed  twice  yearly.  The  registry  will  provide  (1)  information  on  patients  referred  for  end- 
stage  emphysema,  (2)  data  on  the  outcome  of  these  patients;  (3)  a  source  of  patients  for  random- 
ization, and  (4)  allow  comparison  of  patients  who  are  randomized  to  the  larger  pool  of  patients 
with  end  stage  emphysema.  Patients  meeting  eligibility  requirements  will  be  randomized  to  re- 
ceive either  maximal  medical  therapy  or  maximal  medical  therapy  with  LVRS. 

LVRS  will  be  performed  by  median  sternotomy  or  by  bilateral  video-assisted  thorascopic  sur- 
gery (VATS)  with  excision  of  20  to  30  percent  of  each  lung.  Centers  will  apply  to  randomize 
to  either  (a)  medical  therapy  versus  medical  therapy  with  LVRS  by  median  sternotomy,  (b)  med- 
ical therapy  versus  medical  therapy  with  LVRS.  by  bilateral  VATS  or  (c)  medical  therapy  versus 
medical  therapy  with  LVRS  by  median  sternotomy  versus  medical  therapy  with  LYRS  by  bilat- 
eral VATS.  Maximum  medical  therapy  will  include  pulmonary  rehabilitation  and  education. 
End-points  will  include  exercise  ability,  pulmonary  function,  quality  of  life,  morbidity  and  mor- 
tality. The  study  population  will  consist  of  200  patients  recruited  into  each  arm  of  the  three 
arm  trial  comparing  surgery  A  versus  surgery  B  versus  medical  therapy.  An  additional  495  pa- 
tients will  be  recruited  into  each  of  two  arms  among  clinical  centers  performing  only  one  kind 
of  surgery  and  medical  treatment. 

This  will  require  a  total  of  2580  participants  in  the  three  armed  and  two  arm  trials  combined. 
The  HCFA  will  pay  all  allowable  clinical  costs  for  its  beneficiaries." 

5.  NHLBI  Lung  Volume  Reduction  Surgery  Study  Clinical  Centers  from  http:// 
www.nhlbi..nih.gov/nhlbi/lung/lvrsctr.htm  downloaded  on  January  6,  1997 

Baylor  College  of  Medicine,  Houston,  TX,  Principal  Investigator:  Rafael  Espada,  MD,  713- 
798-4556,  Patient  Referral:  Charles  Miller,  1-800-622-9567 

Brigham  &  Women's  Hospital,  Boston,  MA,  Principal  Investigator:  John  J.  Reilly,  MD,  617- 
732-7420,  Patient  Referral:  Tammy  Weihrauch,  1-888-BWH-LUNG  (1-888-294-5864) 

Cedars-Sinai  Medical  Center,  Los  Angeles,  CA,  Principal  Investigator:  Robert  McKenna,  MD, 
213-977-1170,  Patient  Information:  Brenda  Williams,  1-800-CEDARS-l  or  Fax  310-854-3917, 
Other  Information:  Zab  Mohsenifar,  MD,  Principal  Investigator,  310-855-4685  or  Fax  310-967- 
0129 

Cleveland  Clinic  Foundation,  Cleveland,  OH,  Principal  Investigator:  Janet  R.  Maurer,  MD, 
216-444-6505,  Patient  Referral:  1-800-822-9488,  Other  Information:  Barbara  Higgins,  RN,  1- 
800-223-2273,  Ext.  54215  or  216-445-4215  ~ 

Columbia  University,  New  York,  NY,  Principal  Investigator:  Mark  Ginsburg,  MD,  212-305- 
3408,  Patient  Referral:  Patricia  A.  Jellen,  MSN,  RNC,  212-305-1158 

Duke  University  Medical  Center,  Durham,  NC,  Principal  Investigator:  Neil  R.  Maclntyre,  MD, 
919-681-2720,  Patient  Referral:  Janet  Johns,  919-681-2720 

Mayo  Clinic,  Rochester,  MN,  Principal  Investigator:  Rolf  D.  Hubmayr,  MD,  507-255-5441,  Pa- 
tient Referral:  Kristin  A.  Bradt,  507-284-4619 

National  Jewish  Center  for  Immunology  and  Respiratory  Medicine,  Denver,  CO,  Principal  In- 
vestigator: Reuben  M.  Cherniack,  MD,  303-398-1503,  Patient  Referral:  Lung  Line,  1-800-222- 
LUNG,  Other  Information:  Physician  Referral  Line,  1-800-NJC-9555 

Ohio  State  University,  Columbus,  OH,  Principal  Investigator:  Philip  T.  Diaz,  MD,  614-293- 
4925,  Patient  Referral:  Mary  Lou  Coffee,  614-293-4509 

Saint  Louis  University,  St.  Louis,  MO,  Principal  Investigator:  Keith'S  Naunheim,  MD,  314- 
577-8360,  Patient  Referral:  Gina  Roelke,  800-268-5880,  Other  Information:  Laura  Taylor 
Bianchi,  314-577-8360 

Temple  University,  Philadelphia,  PA,  Principal  Investigator:  Gerard  J.  Criner,  MD,  215-707- 
8113,  Patient  Referral:  Anne  Marie  Kuzma,  RN,  215-707-1334 

University  of  California,  San  Diego  Medical  Center,  San  Diego,  CA,  Principal  Investigator:  An- 
drew Ries,  MD,  619-294-6068,  Patient  Referral:  Trina  Limberg,  619-294-6066 

University  of  Maryland  at  Baltimore,  Baltimore,  MD,  Principal  Investigator:  Mark  J.  Krasna, 
MD,  410-328-6366,  Patient  Referral:  Karen  King,  RN,  410-328-2168 

University  of  Michigan,  Ann  Arbor,  MI,  Principal  Investigator:  Fernando  J.  Martinez,  MD, 
313-936-5201,  Patient  Referral:  Telecare,  800-742-2300  Routing  #6235,  Other  Information: 
Pamela  Lewis,  RN,  313-647-7840 

University  of  Pennsylvania  Medical  Center,  Philadelphia,  PA,  Principal  Investigator:  Larry 
Kaiser,  MD,  215-662-7538,  Patient  Referral:  Penn  Health  Customer  Service,  1-800-789-PENN 

University  of  Pittsburgh,  Pittsburgh,  PA,  Principal  Investigator:  Robert  J.  Keenan,  MD,  412- 
648-8474,  Patient  Referral:  Betsy  George,  RN,  412-648-6736 

University  of  Washington,  Seattle,  WA,  Principal  Investigator:  Richard  K.  Albert,  MD,  206- 
543-3166,  Patient  Referral:  Doctors,  Inc.,  1-800-826-1121 

Washington  University,  St.  Louis,  MO,  Principal  Investigator:  Joel  D.  Cooper,  MD,  314-362- 
6021,  Patient  Referral:  Deen  Scharff,  314-362-6044 

Coordinating  Center,  The  Johns  Hopkins  University,  Baltimore,  MD,  Principal  Investigator: 
Steven  Piantadosi,  MD,  410-955-4884 
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6.  The  LVRS  data  registry  previously  located  in  St.  Louis,  MO,  is  in  the  process  of  relocating 
to  Minnesota  at  the  time  of  writing. 


Appendix  D 

BCBS  Technologies  Assessment 

The  Blue  Cross  and  Blue  Shield  Association  assesses  the  effectiveness  of  new 
technologies  and  treatments  by  evaluating  scientific  evidence.  The  Blue  Cross  and 
Blue  Shield  Association  (BCBSA)  established  a  technology  assessment  program  in 
1984,  called  TEC,  to  assist  our  member  Plans  in  evaluating  new  technology.  The 
BCBSA  TEC  program  has  been  a  pioneer  in  the  use  of  scientific  evidence  to  form 
conclusions  about  the  effectiveness  of  new  technologies.  It  is  one  of  the  nation's  lead- 
ing technology  evaluation  efforts  and  has  conducted  more  than  250  assessments 
since  its  creation. 

The  TEC  program  was  expanded  in  1993  with  the  collaboration  of  Kaiser- 
Permanente  and  now  serves  as  a  resource  to  14  health  plans  outside  the  Blue  Cross 
and  Blue  Shield  System  in  addition  to  Kaiser-Permanente. 

The  Medical  Advisory  Panel,  which  is  the  program's  external  review  body,  is  com- 
prised of  recognized  experts  in  scientific  methods,  clinical  research,  medical  practice, 
and  medical  ethics.  A  majority  of  the  Panel's  members  are  independent  medical  ex- 
perts having  no  affiliation  with  third  party  payers.  Members  of  the  Medical  Advi- 
sory Panel  include  appointees  from  the  American  College  of  Physicians,  the  Amer- 
ican Academy  of  Family  Physicians,  and  the  American  Academy  of  Pediatrics. 

The  TEC  Program  uses  five  objective  scientific  criteria  in  determining  whether 
the  technology  in  question  improves  net  health  outcomes  such  as  length  of  life,  abil- 
ity to  function,  or  quality  of  life.  Cost  is  not  a  consideration  in  TEC  assessments. 
The  five  TEC  criteria  are: 

1.  The  technology  must  have  final  approval  from  the  appropriate  government  reg- 
ulatory bodies. 

2.  The  scientific  evidence  must  permit  conclusions  concerning  the  effect  of  the 
technology  on  health  outcomes. 

3.  The  technology  must  improve  the  net  health  outcome. 

4.  The  technology  must  be  as  beneficial  as  any  established  alternatives. 

5.  The  improvement  must  be  attainable  outside  the  investigational  settings. 

Professional  staff  of  the  TEC  Program  who  are  M.D.s  and  Ph.D.s  evaluate  the  sci- 
entific evidence  on  a  technology  and  prepare  a  written  assessment  addressing  the 
five  criteria.  The  evidence  is  culled  from  published  peer-reviewed  literature,  ab- 
stracts presented  at  major  professional  meetings,  and  from  scientific  forums  periodi- 
cally convened  by  TEC  that  enable  researchers  to  present  their  most  current  find- 
ings on  important  new  technologies.  The  assessments  are  reviewed  by  our  expert 
Medical  Advisory  Panel  which  approves,  revises,  or  reverses  the  staffs  recommenda- 
tions. 

The  assessments  developed  by  TEC  are  scientific  opinions  designed  to  provide  in- 
formation to  those  who  deliver  and  manage  medical  care.  The  TEC  process  has  been 
designed  to  be  a  model  of  objective,  science-based  assessment  of  clinical  effectiveness 
without  regard  to  cost. 

Use  of  TEC  assessments  by  Blue  Cross  and  Blue  Shield  Plans  and  other  payers 
is  voluntary.  They  are  one  of  many  resources  used  in  the  formulation  of  coverage 
policy. 


Appendix  E 

Partial  List  of  Lung  Volume  Reduction  Articles  Published 

1.  Eugene  J,  DaJee  A,  Kayaleh  R,  Gogia  H,  Santos  C,  Gazzaniga  A..  "Reduction 
Pneumonoplasty  For  Patients  With  a  Forced  Expiratory  Volume  in  1  Second  of  500  Milliliters 
or  Less."  Annals  of  Thoracic  Surgery,  1997;63:186-92. 

2.  Wisser  W  "Functional  Improvement  After  Volume  Reduction:  Sternotomy  versus 
Videoendoscopic  Approach."  Annals  of  Thoracic  Surgery,  1997;63  :822-27. 

3.  McKeena  R.  "Functional  Improvement  After  Volume  Reduction:  Sternotomy  versus 
Videoendoscopic  Approach."  Annals  of  Thoracic  Surgery,  1997;63:827-28. 
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4.  Kotloff  R,  Tino  G,  Bavaria  J,  Palevsky  H,  Hansen-Flaschen  J,  Wahi  P,  Kaiser  L.  "Bilateral 
Lung  Volume  Reduction  Surgery  for  Advanced  Emphysema,  A  Comparison  of  Median 
Sternotomy  and  Thoracoscopic  Approaches."  Chest,  1996;110:1399-1406 

5  Geib  A,  Brenner  M,  McKenna  R,  Zamel  N,  Fischel  R,  Epstein  J.  "Lung  Function  12  Months 
Following  Emphysema  Resection."  Chest,  1996;110:1407-1415. 

6.  Argenziano  M.  "Extended  Indications  for  Lung  Volume  Reduction  Surgery  in  Advanced  Em- 
physema." Annals  of  Thoracic  Surgery  1996;62:1588-97. 

7.  McKenna  R,  Brenner  M,  Fischel  R,  Gelb  A.  "Should  Lung  Volume  Reduction  For  Emphy- 
sema Be  Unilateral  or  Bilateral?."  The  Journal  of  Thoracic  and  Cardiovascular  Surgery 
1996;112:1331-1339. 

8.  Cooper  J,  Patterson  G,  Sundaresan  R,  Trulock  E,  Yusen  R,  Pohl  M,  Lefrak  S.  "Results  of 
150  Consecutive  Bilateral  Lung  Volume  Reduction  Procedures  in  Patients  With  Severe  Emphy- 
sema." The  Journal  of  Thoracic  and  Cardiovascular  Surgery  1996;112:1319-1330. 

9.  Vaca  K,  Osterloh  J,  Deaake  C,  Noedel  N.  "Nursing  Care  of  the  Thoracoscopic  Lung  Volume 
Reduction  Patient."  American  Journal  of  Critical  Care,  1996;5:412-419. 

10.  Criner  G,  O'Brein  G,  Furukawa  S,  Cordova  F,  Swartz  M,  Fallahnejad  M,  D'Alonzo  G. 
"Lung  Volume  Reduction  Surgery  in  Ventilator-Dependent  COPD  Patients."  Chest, 
1996;110:877-884. 

11.  McKeena  R.  "Combined  Operation  for  Lung  Volume  Reduction  Surgery  and  Lung  Cancer." 
Chest,  1996;110. 

12.  Albert  R.  "Economic  Aspects  of  Lung  Volume  Reduction  Surgery."  Chest,  1996;  110. 

13.  Slone  R,  Gierada  D.  "Exploring  Imaging  Options  in  Lung  Volume  Reduction  Surgery."  Di- 
agnostic Imaging,  1996;50-56,73. 

14.  Naunheim  K.  "The  Current  Status  of  Lung  Volume  Reduction  Operations  for  Emphy- 
sema." Annals  of  Thoracic  Surgery;  1996;62:601-12. 

15.  O'Donnell  D.,  Webb  K,  Bertley  J,  Chau  L,  Conlan  A.  "Mechanisms  of  Relief  of  Exertional 
Breathlessness  Following  Unilateral  Bullectomy  and  Lung  Volume  Reduction  Surgery  in  Em- 
physema." Chest,  1996;110:18. 

16.  Roue  C,  Mai  H,  Sleiman  C,  Fournier  M,  Duchatelle  J,  Baldeyrou  P,  Pariente  R.  "Lung 
Volume  Reduction  in  Patients  With  Severe  Diffuse  Emphysema:."  Chest,  1996;1 10:28. 

17.  Brenner  M,  Yusen  R,  McKeena  R,  Sciurba  F,  Gelb  A,  Fischel  R,  Swain  J,  Chen  J,  Kafie 
F,  Lefrak  S.  "Lung  Volume  Reduction  Surgery  for  Emphysema.  Chest,  1996;110:205-218. 

18.  Tonelli  M,  Bendift  J,  Albert  R.  "Clinical  Experimentation  Lessons  from  Lung  Volume  Re- 
duction Surgery."  Chest  1996;110:230-238. 

19.  Gelb  A,  McKeena  R,  Brenner  M,  Fischel  R,  Baydur  A,  Zamel  N.  "Contribution  of  Lung 
and  Chest  Wall  Mechanics  Following  Emphysema  Resection."  Chest  1996;110:11-17. 

20.  Daniel  T,  Chan  B,  Bhaskar  V,  Parekh  J,  Walters  P,  Reeder  J,  Truwit  J.  "Lung  Volume 
Reduction  Surgery  Case  Selections,  Operative  Technique  and  Clinical  Results."  Annals  of  Sur- 
gery, 1996;223:526-533. 

21.  Sciurba  F,  Rogers  R,  Keenan  R,  Slivka  W,  Gorcsan  J,  Ferson  P,  Holbert  J,  Brown  M, 
Landreneau  R.  "Improvement  in  Pulmonary  Function  and  Elastic  Recoil  After  Lung  Reduction 
Surgery  for  Diffuse  Emphysema."  The  New  England  Journal  of  Medicine,  1996;334:1095-1099. 

22.  Kroshus  T,  Bolman  R,  Ksheftry  V.  "Unilateral  Volume  Reduction  After  Single  Lung  Trans- 
plantation for  Emphysema.  Annals  of  Thoracic  Surgery,  1996;62:363-368. 

23.  Gelb  A,  Zamel  N,  McKeena  R,  Brenner  M.  "Mechanism  of  Short-term  Improvement  in 
Lung  Function  After  Emphysema  Resection,"  American  Journal  of  Respiratory  and  Critical  Care 
Medicine,  1996;154:945-951. 

24.  Snider  G.  "Reduction  Pneumoplasty  for  Giant  Bullous  Emphysema  Implications  for  Sur- 
gical Treatment  of  Non-bullous  Emphysema."  Chest,  1996;109:540-548. 

25.  Graling  P,  Hetrick  V,  Kiernan  P.  "Bilateral  Lung  Volume  Reduction  Surgery,"  AORN 
Journal,  1996;63:389-404. 
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Journal,  1996;63:355-372. 
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1204. 
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Partial  List  of  Lung  Volume  Reduction  Articles  in  Press 

1.  Slone  R,  Pilgram  T,  Gierada  D,  Sagel  S,  Glazer  H,  Yusen  R,  Cooper  J.  "Comparison  of  Pre- 
operative Radiologic  Features  and  Clinical  Outcome  Following  Lung  Volume  Reduction  Sur- 
gery." Radiology  (In  press) 

2.  Bousamara  M,  Haasler  G,  Licpchik  R,  Henry  D,  Chammas  J,  Rokkask  C,  Menard-Rothe 
K,  Sobush  D,  Olinger  G.  "Functional  in  Oximetric  Assessments  of  Patients  Following  Bilateral 
Lung  Reduction  Surgery."  The  Journal  of  Thoracic  and  Cardiovascular  Surgery  (In  press). 

3.  Keller  C.  "Histopathological  Diagnosis  Made  in  Lung  Tissue  Resected  From  Patients  With 
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Mr.  McCrery.  Thank  you,  Dr.  Cooper,  and  I  thank  all  of  the  wit- 
nesses for  appearing  today  and  sharing  with  us  your  information 
and  your  views. 

Dr.  Cooper,  obviously,  this  is  an  area  where  there  is  some  agree- 
ment, at  least  with  HCFA,  and  all  I  can  tell  you  is  that  the  Mem- 
bers of  this  Subcommittee  will  be  happy  to  work  with  you  and  try 
to  bring  as  much  information  as  possible  to  HCFA. 

But  for  now,  thank  you,  gentlemen,  very  much.  We  look  forward 
to  continuing  to  work  with  you  as  we  try  to  promote  the  best  and 
most  efficient  Medicare  Program. 

The  Subcommittee  is  adjourned. 

[Whereupon,  at  3  p.m.,  the  hearing  was  adjourned.] 

[Submissions  for  the  record  follow:] 

Statement  of  American  Lung  Association  and  American  Thoracic  Society 

These  comments  are  submitted  on  behalf  of  the  American  Lung  Association  and 
its  medical  section,  the  American  Thoracic  Society. 

Founded  in  1904  to  fight  tuberculosis,  the  American  Lung  Association  (ALA)  is 
the  oldest  nationwide  voluntary  health  agency  in  the  United  States.  Along  with  its 
medical  section,  the  American  Thoracic  Society  (ATS) — a  12.500  member  profes- 
sional organization  of  physicians,  scientists,  and  other  health  professionals  specializ- 
ing in  pulmonary  and  critical  care  medicine  and  lung  research — the  American  Lung 
Association  provides  programs  of  education,  community  services,  advocacy  and  re- 
search to  fight  lung  disease  and  promote  lung  health. 

The  ALA/ATS  would  like  to  take  this  opportunity  to  bring  to  the  attention  of  the 
Committee  its  opinion  on  the  matter  of  medical  innovation  and  technology,  and  spe- 
cifically how  a  new  medical  innovation,  Lung  Volume  Reduction  Surgery  (LVRS),  is 
relevant  to  the  larger  discussion  of  HCFA's  reimbursement  decision-making  process. 

Lung  Disease  in  the  Medicare  Population 

Lung  disease  is  the  third  leading  cause  of  death  in  the  U.S.,  responsible  for  one 
in  every  seven  deaths.  More  than  30  million  Americans  suffer  from  a  chronic  lung 
disease,  costing  the  U.S.  an  estimated  $84.4  billion  annually.  The  prevalence  of 
chronic  lung  disease  varies  with  age,  but  for  most  age  categories  chronic  lung  dis- 
ease hits  individuals  65  years  and  older  the  hardest.  The  prevalence  of  emphysema, 
the  fourth  leading  cause  of  mortality,  increases  substantially  with  age,  affecting  15.6 
people  per  1,000  in  the  45-64  year  range  and  nearly  doubling  to  29.8  per  1,000  after 
age  65.  Current  data  estimate  13.5  million  Americans  are  afflicted  with  emphysema. 

Lung  Volume  Reduction  Surgery  (LVRS) 

Lung  volume  reduction  surgery  encompasses  a  variety  of  surgical  procedures  that 
may  alleviate  the  symptoms  of  advanced  chronic  obstructive  lung  disease  due  to  em- 
physema. Currently,  there  are  a  number  of  surgical  techniques  for  the  treatment 
of  emphysema,  namely,  the  excision  of  large  bullae  by  thoracotomy,  or  thoracostomy 
and  the  resection  of  diffusely  emphysematous  lung  tissue.  The  latter  is  generally  re- 
ferred to  as  lung  reduction  surgery. 

Based  on  results  reported  in  peer  review  journals,  abstracts,  and  presentations, 
the  surgery  has  been  proven  to  be  effective  in  some,  but  not  all  patients  with  COPD. 
A  great  deal  of  media  coverage  about  the  potential  benefits  to  LVRS  has  created 
a  stir  of  excitement  and  hope  for  the  many  patients  inflicted  with  the  disease.  How- 
ever, the  reports  in  peer  review  medical  literature  are  limited,  making  the  demand 
for  guidance  regarding  the  safety  and  efficacy  of  the  procedure  and  patient  selection 
criteria  even  greater. 

In  September  1995,  the  National  Heart,  Lung  and  Blood  Institute  held  a  meeting 
attended  by  experts  in  thoracic  surgery  and  pulmonary  medicine  among  others,  to 
discuss  the  recent  trends  and  concerns  surrounding  LVRS.  At  that  meeting,  it  was 
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decided  that  LVRS  was  a  promising  new  medical  innovation,  but  that  data  support- 
ing its  effectiveness  had  not  been  well  documented.  At  the  point  of  the  meeting, 
LVRS  was  covered  as  a  surgical  procedure  under  Medicare. 

Current  Challenges 

Policy  makers  continue  to  face  difficult  challenges  in  an  era  where  budget  con- 
straints necessitate  difficult  choices.  These  challenges  are  even  greater  when  deci- 
sions directly  and  substantially  affect  the  health  of  our  nation.  The  ALA/ATS  be- 
lieves that  medical  research  is  a  critical  investment  to  the  future  of  all  Americans. 
Promising  new  technologies  and  in  the  case  of  emphysema,  surgical  procedures, 
have  begun  to  proliferate  the  marketplace.  While  such  advances  provide  hope  for  pa- 
tients inflicted  with  chronic  diseases,  the  medical  community  has  the  responsibility 
to  ensure  the  safety  and  efficacy  of  new  treatments.  And,  in  light  of  budget  con- 
straints, medical  professionals  must  also  be  prepared  to  justify  the  effectiveness  of 
surgery  given  the  financial  implications. 

Economic  Implications 

In  a  cost-conscious  environment,  substantiated  claims  must  be  well  documented 
for  a  new  procedure  to  be  considered  for  reimbursement.  In  January  of  1996,  the 
Health  Care  Financing  Administration  (HCFA)  retracted  its  Medicare  coverage  pol- 
icy for  LVRS  due  to  concerns  voiced  by  the  medical  community  and  unsubstantiated 
claims  as  to  the  benefits  of  this  new  medical  advancement  over  existing  treatment 
and  therapy.  To  place  this  concern  in  context,  charges  for  lung  reduction  surgery 
without  any  complications  using  a  median  sternotomy  approach  and  a  short  hospital 
stay  of  seven  days  at  a  major  teaching  hospital  have  been  documented  to  total  be- 
tween $35,000-$45,000.  One  of  the  most  common  complications  with  any  resectional 
lung  surgery  is  persistent  air  leak.  Persistent  air  leak  in  turn  leads  to  longer  hos- 
pital stays  and  in  one  documented  study,  air  leaks  lasted  more  than  seven  days  in 
55%  of  patients.  Longer  hospital  stays  stemming  from  complications  can  result  in 
total  expenditures  of  over  $60,000  per  surgical  procedure. 

Further,  any  major  thoracic  procedure  is  likely  to  carry  risks  of  high  mortality. 
Mortality  rates  as  high  as  12.5  percent  have  been  reported  in  the  perioperative  pe- 
riod during  surgery  for  emphysema,  and  an  additional  10  percent  mortality  may  be 
seen  in  the  five  months  following  major  surgery.  And,  prolonged  hospitalization  is 
highly  correlated  with  increased  morbidity. 

Recommendations 

There  is  little  dispute  that  medical  research  has  shed  light  on  new,  state-of-the 
art  technology  that  has  resulted  in  longer  life  and  often,  improved  quality  of  life  for 
individuals.  At  the  ALA/ATS  International  Conference  in  May  1996,  the  ATS  pre- 
pared a  position  paper  in  support  of  our  recommendation  for  continued  research  to 
substantiate  LVRS  as  a  viable  treatment  option.  The  position  paper  is  attached  and 
is  submitted  for  the  record  as  well.  Our  position  for  a  thoughtful,  sound  approach 
to  continued  research  into  the  risks  and  benefits  of  LVRS  remains.  The  ALA/ATS 
believes  that  medical  innovation  resulting  from  valid  research  can  lead  to  positive 
outcomes.  Medicare  beneficiaries  deserve  a  health  care  system  that  encourages  med- 
ical innovation  while  ensuring  the  safety  for  all  patients. 

ALA/ATS  supports  HCFA's  cooperative  effort  with  the  NHLBI  to  conduct  a  clini- 
cal trial  assessing  the  benefits  and  risks  associated  with  LVRS.  Through  this  trial, 
important  guidelines  can  be  established  to  assist  patients  and  medical  professionals 
weigh  the  benefits  and  consequences  of  the  surgical  treatment.  It  is  the  hope  of 
ALA/ATS  that  medical  research  into  new  innovative  and  advanced  procedures  will 
continue  to  provide  options  where  current  treatments  do  not  exist  and  provide  new 
procedures  tor  those  that  have  become  arcane  so  that  our  citizens  may  continue  to 
benefit  from  safe  and  efficacious  procedures. 
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Lung  Reduction  Surgery 
ATS  Position  Paper 

What  is  lung  volume  reduction  surgery? 

Lung  volume  reduction  surgery  is  a  general  term  encompassing  a  variety  of  sur- 
gical procedures  that  are  offered  to  alleviate  the  symptoms  of  advanced  chronic  ob- 
structive lung  disease  due  to  emphysema.  Currently  the  operations  used  to  treat 
emphysema  include  the  excision  of  large  bullae  by  thoracotomy  or  thoracostomy  and 
the  resection  of  diffusely  emphysematous  lung  tissue.  This  latter  surgery,  variably 
referred  to  as  lung  reduction  surgery,  pneumectomy,  and  reduction  pneumoplasty 
can  be  accomplished  through  a  variety  of  incisions  (sternotomy,  clam  shell, 
thoracotomy)  or  by  thoracoscopy  using  a  staple  procedure  or  laser  applications.  Cur- 
rently the  choice  of  techniques  depends  on  the  surgical  expertise  and  preference  of 
the  operator. 

The  first  series  of  patients  who  were  treated  with  pulmonary  resection  for  emphy- 
sema was  reported  by  Brantigan  and  Mueller  in  the  late  1950's  (1).  It  was  postu- 
lated that  multiple  wedge  excisions  of  emphysematous  lung  tissue  would  reduce 
lung  volume  and  thereby  improve  outward  elastic  recoil  and  airway  patency  of  the 
intrathoracic  airways.  The  authors  also  believed  that  lung  volume  reduction  would 
result  in  a  less  expanded  thoracic  cage  and  diaphragm  and  that  this  would  improve 
the  mechanical  function  of  the  muscles  of  respiration.  Also,  by  removing  localized 
emphysematous  areas,  lung  expansion  of  previously  compressed  more  normal  lung 
tissue  would  occur.  While  Brantigan  and  Mueller's  surgical  intervention  in  the 
1950's  resulted  in  clinical  benefit  to  most  of  the  patients  studied,  a  prohibitively 
high  rate  of  postoperative  morbidity  and  mortality  resulted  in  limited  acceptance  of 
this  procedure.  Recently  there  has  been  a  resurgence  of  interest  in  volume  reduction 
surgery  for  emphysema.  Taking  advantage  of  advances  in  anesthesia  and  post- 
operative care  over  the  past  three  decades,  as  well  as  lessons  learned  from  the  man- 
agement of  patients  undergoing  lung  transplantation,  Cooper  et  al  (2)  has  reintro- 
duced bilateral  surgical  lung  resection  for  severe  emphysema.  In  addition,  several 
centers  have  reported  their  results  with  unilateral  and  bilateral  volume  reduction 
surgery  by  thoracoscopy  using  laser  technology  or  by  stapled  lung  reduction  tech- 
niques (3-7).  At  the  present  time,  the  number  of  operations  being  performed  in  this 
country  is  increasing  in  an  uncontrolled  fashion  and  may  number  in  the  thousands. 
There  has  been  extensive  lay  and  medical  media  coverage  at  the  local  and  national 
level,  though  reports  in  the  peer  reviewed  medical  literature  at  the  present  time  are 
limited.  This  has  generated  extraordinary  physician  and  patient  demand  for  infor- 
mation on  the  procedure  and  specific  advice  regarding  the  efficacy,  safety,  patient 
selection,  and  choice  of  a  surgeon  or  hospital  for  such  surgery. 

What  is  the  efficacy  of  the  surgery? 

Based  on  results  reported  in  peer  review  journals,  abstracts  and  presentations  at 
national  meetings,  the  procedure  appears  efficacious  for  some,  but  not  all  patients 
with  advanced  COPD  due  to  emphysema.  Unfortunately,  limited  follow  up  experi- 
ence to  date  does  not  provide  adequate  patient  selection  criteria.  Several  centers 
have  documented  postoperative  improvement  in  exertional  dyspnea,  measurements 
of  pulmonary  function,  exercise  capacity  and  objectively  scored  quality  of  life  indices. 
Improvements  in  exercise  capacity  have  been  reported  preoperatively  in  patients  un- 
dergoing a  comprehensive  program  of  pulmonary  rehabilitation  in  preparation  for 
surgery.  The  first  published  paper  (2)  on  simultaneous  bilateral  pneumectomy  sug- 
gested that  postoperative  patients  continue  to  improve  up  to  six  months.  A  follow 
up  series  from  the  same  institution  (8)  showed  that  the  improvement  can  be  sus- 
tained for  up  to  12  months.  Patients  have  been  evaluated  post-bilateral  pneumec- 
tomy beyond  one  year,  but  most  operations  appear  to  have  been  done  in  an  uncon- 
trolled fashion.  A  small  number  of  published  reports  are  available  regarding 
thoracoscopic  lung  reduction  surgery  for  emphysema  (3-7).  Some  have  been  criti- 
cized for  having  physiologic  evaluation  data  for  only  a  minority  of  patients  treated. 
In  all  the  studies,  however,  there  was  a  small  but  significant  improvement  in  air- 
flow obstruction  and  a  reduction  of  lung  volume.  It  seems  that  the  bilateral  pneu- 
mectomy yields  improvements  in  spirometry  that  are  roughly  twice  as  great  as  these 
unilateral  procedures.  In  the  one  available  randomized  prospective  trial  of  stapled 
lung  reduction  versus  laser  bullectomy  surgery  (6),  patients  who  received  the  latter 
procedure  were  more  likely  to  develop  delayed  pneumothorax  and  less  likely  to 
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eliminate  dependency  on  supplemental  oxygen.  Also,  the  mean  postoperative  im- 
provement in  the  FEV1  at  6  months  was  greater  in  those  who  received  the  stapled 
lung  reduction  technique  (32.9%  improvement)  than  the  laser  treatment  (13.4%  im- 
provement). 

What  are  the  mechanisms  of  efficacy? 

This  is  an  area  of  controversy  and  is  under  active  physiologic  investigation. 
Whether  Brantigan  and  Mueller's  original  theory  which  suggested  that  physiologic 
and  clinical  improvements  were  due  to  improved  elastic  recoil  and  efficiency  of  dia- 
phragmatic and  chest  wall  mechanical  function  has  not  been  proven.  Another  un- 
tested hypothesis  is  that  improvement  occurs  due  to  enhanced  right  ventricular  fill- 
ing with  consequent  enhancement  of  oxygen  delivery. 

IS  THE  OPERATION  SAFE? 

Initial  enthusiasm  for  bilateral  reduction  surgery  was  diminished  by  reports  of 
high  morbidity  and  mortality.  Of  the  centers  reporting  their  results  (probably  a  mi- 
nority) mortality  is  varied  between  5  and  10%.  The  most  common  complication  is 
persistent  air  leak  which  may  persist  for  several  weeks  and  is  at  least  7  days  in 
the  majority  of  patients.  Because  these  patients  are  often  debilitated  or  have  other 
medical  illnesses,  surgery  has  been  accompanied  by  both  respiratory  and  nonres- 
piratory complications  including  pneumonia,  sepsis,  myocardial  infarction  and 
stroke.  Reported  results  suggest  improved  morbidity  and  mortality  of  the  procedure 
as  the  surgeon  and  center  gain  more  experience. 

What  is  the  cost  of  lung  volume  reduction  surgery? 

At  the  present  time  the  ultimate  cost  is  difficult  to  gauge  as  developmental  costs 
and  inefficiencies  have  not  yet  been  eliminated.  Estimates  of  hospital  charges  range 
from  $35-70,000  per  case  (exclusive  of  physician  charges  and  preoperative  evalua- 
tion). Given  the  greater  than  10  million  individuals  in  this  country  who  have  COPD, 
the  cost  for  individual  hospitals  and  the  entire  health  care  system  and  the  impact 
on  funding  of  other  programs  could  be  significant.  In  view  of  this,  the  Health  Care 
Financing  Administration  (HCFA),  which  administers  the  federal  insurance  pro- 
gram for  the  elderly,  declared  that  Medicare  will  no  longer  pay  for  lung  volume  re- 
duction surgery.  The  agency  is  currently  reevaluating  this  decision  in  light  of  new 
information. 

HOW  SHOULD  POTENTIAL  CANDIDATES  FOR  LUNG  VOLUME  REDUCTION  BE  EVALUATED? 

As  an  innovative  procedure,  the  preoperative  assessment  and  criteria  for  surgery 
have  been  evolving  and  have  varied  from  institution  to  institution.  In  general,  the 
patient  should  have  severe  emphysema,  disabling  dyspnea  and  evidence  of  severe 
air  trapping.  Advanced  age  (>75  yr)  and  significant  co-morbid  illness  (cardiac, 
neurologic,  etc.)  have  been  considered  contraindications  to  lung  reduction  surgery 
(See  Table  1).  Extensive  preoperative  testing  may  significantly  add  to  the  cost  but 
is  currently  justified  by  most  centers  as  part  of  the  investigational  process. 

Who  should  perform  lung  volume  reduction  and  where  should  it  be 

performed? 

Given  the  potential  for  high  morbidity  and  mortality  associated  with  lung  volume 
reduction,  we  currently  recommend  that  this  procedure  be  performed  by  experienced 
thoracic  surgeons  in  centers  where  24-hour  cardiopulmonary  anesthesia  and  res- 
piratory care  are  available.  Pulmonary  rehabilitation  should  be  mandatory  in  the 
pre  and  post-operative  period.  The  effort  should  be  multidisciplinary  and  involve 
respiratory  physicians,  thoracic  surgeons,  nurses  and  respiratory  care  practitioners. 
At  this  point  in  time,  the  operation  should  not  be  considered  experimental,  although 
insufficient  data  are  available  to  determine  if  lung  volume  reduction  surgery  should 
be  considered  standard  therapy.  Since  there  are  many  questions  to  be  answered,  we 
recommend  that  this  operation  be  performed  only  at  centers  where  these  procedures 
can  be  more  completely  studied  through  clinical  trials  and  extensive  physiologic 
evaluations.  This  data  should  be  collected  either  in  a  national  registry  or  local  reg- 
istries on  every  patient  who  has  volume  reduction  surgery,  Controlled  clinical  trials 
should  be  expeditiously  organized  to  establish  efficacy. 
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Conclusions 

1)  Lung  volume  reduction  surgery  appears  to  be  helpful  in  some,  but  not  all  pa- 
tients with  advanced  emphysema. 

2)  Because  there  are  little  published  data  on  the  indications,  patient  selection  cri- 
teria, preoperative  assessment,  choice  of  surgical  technique  and  long-term  efficacy, 
further  investigation  is  necessary  before  definitive  recommendations  can  be  made. 

3)  The  conduct  of  clinical  trials,  preferably  in  a  controlled,,  randomized  fashion, 
is  urgently  needed.  At  present  it  is  recommended  that  lung  volume  reduction  sur- 
gery be  conducted  in  institutions  where  a  multidisciplinary  team  including 
pulmonologists,  and  thoracic  surgeons  and  a  high  level  of  diagnostic  and  surgical 
expertise  are  available.  The  ATS  encourages  that  surgery  be  done  only  on  those  pa- 
tients who  are  part  of  carefully  planned  clinical  trials  with  well-defined  protocols 
with  outcome  measures  that  will  determine  the  role  of  lung  volume  reduction  sur- 
gery in  the  future.  To  achieve  this  end,  it  is  recommended  that  funding  be  provided 
for  multicenter  clinical  trials. 
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5818  N.E.  107th  Avenue 
Vancouver,  Washington  98662 

April  29,  1997 

The  Honorable  William  M.  Thomas,  Chairman 
Ways  and  Means  Health  Subcommittee 
1136  Longworth  House  Office  Building 
Washington,  D.C.  20515 

Re:  Committee  hearing  on  April  17,  1997  (Lung  Volume  Reduction  Surgery) 
Dear  Mr.  Thomas: 

The  first  part  of  1996  I  was  approved  to  receive  the  Lung  Volume  Reduction  Sur- 
gery at  the  U.S.  Lung  Center  of  Nevada.  Just  in  time  to  find  out  that  Medicare  had 
stopped  approving  to  pay  their  part  for  it.  I've  called  the  lung  center  and  they  say 
that  other  insurances  are  paying  for  it.  Why  am  I  being  punished  for  having  Medi- 
care as  my  primary  insurance?  I  will  always  wonder  if  I  had  gotten  the  Lung  Vol- 
ume Reduction  Surgery  a  year  ago  if  I  would  be  able  to  breathe  easier  now  and 
wouldn't  have  to  depend  on  other  people  doing  almost  everything  for  me.  Charlotte 
Nelson  of  Silverlake,  Washington  had  L.V.R.S.  more  than  a  year  ago,  and  I  hear 
she  is  leading  a  more  comfortable  life  because  of  it.  It  is  so  scary  waking  up  every 
night  gasping  for  air.  It  feels  just  like  someone  is  choking  the  life  out  of  me. 

Thank  you  for  reading  this  letter.  I  hope  it  will  help  you  to  come  to  the  right  deci- 
sion to  put  Medicare  back  into  L.V.R.S. 

Sincerely, 

Curtis  J.  Collins 


(by  P.R.C.  Wife) 
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Supplemental  Statement  of  Dr.  Joel  Cooper  in  Rebuttal  to  Testimony 
Presented  by  Dr.  Claude  Lenfant 

Rebuttal 

I  respectfully  must  disagree  with  the  opinion  expressed  by  Dr.  Claude  Lenfant 
that  the  only  means  of  proving  the  efficacy  of  the  volume  reduction  procedure  is  a 
randomized  clinical  trial.  A  randomized  clinical  trial  is  only  one  of  many  scientif- 
ically valid  means  of  validating  a  new  procedure.  It  is  appropriate,  only  under  lim- 
ited circumstances,  when  there  clearly  is  no  evidence  to  support  the  choice  of  one 
treatment  over  another.  In  the  case  of  lung  volume  reduction  surgery,  numerous  ar- 
ticles, technical  assessments,  and  authorities  have  all  concluded  that  the  operation 
provides  benefit  which  is  otherwise  not  achievable  by  any  other  current  treatment. 
What  is  in  question  is  the  duration  of  the  benefit  of  the  procedure,  and  questions 
relating  to  the  optimum  selection  of  candidates.  These  questions  do  not  require  ran- 
domization but  can  be  answered  by  offering  the  operation  to  appropriate  candidates, 
and  carefully  collecting  and  analyzing  follow-up  data  over  a  period  of  time. 

At  a  recent  meeting  of  principal  investigators  for  the  NIH  trial,  the  head  statisti- 
cian of  the  clinical  coordinating  center,  chosen  by  the  NIH  to  supervise  the  lung  vol- 
ume reduction  surgery  trial,  was  asked  specifically  the  question  as  to  whether  or 
not  randomization  is  essential  to  prove  the  benefit  of  the  procedure,  Specifically,  he 
was  asked  if  comparing  post-operative  results  with  pre-operative  data  in  each  pa- 
tient was  a  valid  means  of  demonstrating  efficacy  especially  as  each  patient  is  given 
optimal  medical  management  before  a  decision  to  proceed  with  surgery  is  made.  We 
were  told  that  using  each  patient  as  their  own  control  was  a  perfectly  valid  scientific 
means  of  proving  the  value  of  the  procedure.  Furthermore,  he  noted  that  if  one  is 
looking  for  a  significant  improvement  following  surgery,  then  a  randomized  trial  is 
not  necessary  whereas  if  one  is  only  looking  for  small  differences  between  two  treat- 
ment arms,  randomization  may  be  the  only  way  of  detecting  it. 

The  lung  volume  reduction  procedure  has  been  demonstrated  at  numerous  centers 
to  produce  a  very  significant  functional  and  physiologic  benefit.  Therefore,  random- 
ization, in  my  opinion,  is  not  only  unnecessary,  but  is  also  highly  inappropriate  for 
the  type  of  patients  who  have  been  shown  to  derive  benefit  from  the  lung  volume 
reduction  procedure.  Even  the  recommendation  of  the  AHCPR  to  HCFA,  regarding 
LVRS,  did  not  call  for  a  randomized  trial  but  for  a  controlled  clinical  trial.  Offering 
the  operation  to  appropriate  candidates,  and  carefully  measuring  and  evaluating 
post-operative  results  compared  to  the  pre-operative  findings  represents  a  controlled 
trial. 

In  my  opinion  there  are  a  group  of  patients  who  would  be  offered  the  operation 
under  controlled  circumstances  without  rationing  or  restriction.  There  is  another, 
even  larger  group  of  patients,  who  do  not  meet  currently  accepted  criteria  for  lung 
volume  reduction  surgery,  yet  who  might  benefit  from  this  operation.  For  this  latter 
group  of  patients,  it  is  truly  uncertain  whether  the  operation  is  of  value,and  ran- 
domization between  surgical  therapy  and  continued  medical  therapy  would,  in  my 
opinion,  be  scientifically  valid  and  ethically  defensible. 

In  my  presentation,  I  showed  a  video  of  a  gentleman  with  severe  emphysema  be- 
fore and  2  years  after  lung  volume  reduction  surgery.  The  improvement  in  his 
breathing  and  in  his  overall  appearance  was  striking.  I  failed  to  note  that  this  man, 
though  only  58,  was  so  disabled  from  his  emphysema,  that  he  qualified  for  Medi- 
care, and  his  life-saving  volume  reduction  procedure  was  covered  by  our  local  Medi- 
care intermediary.  Had  he  not  received  his  operation  before  HCFA's  national  dec- 
laration of  non-coverage,  he  would  almost  certainly  have  died  within  months. 
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April  30,  1997 

The  Honorable  William  M.  Thomas,  Chairman 
Ways  and  Means  Health  Subcommittee 

Dear  Honorable  William  M.  Thomas: 

This  letter  is  a  request  for  your  consideration  for  those  who  are  in  need  of  a  "Lung 
Volume  Reduction  Operation."  This  surgery  has  benefitted  hundreds  of  people  suf- 
fering from  lung  disease  and  hundreds  of  others  can  benefit  from  this  procedure 
with  a  positive  decision  from  your  committee. 

I  am  one  of  those  people  waiting  to  start  a  productive  life  style.  Why  this  proce- 
dure is  annually  denied  to  Medicare  patients  and  has  been  accepted  by  private  pro- 
viders. I  can't  understand  thre  reasons  for  delaying  governmental  approval. 

Please  take  another  look  at  your  decision  and  "Do  the  Right  Thing." 

Did  I  hear  you  taking  a  deep  breath  without  thinking  about  it.  Sure  feels  good 
huh! 

Sincerely, 

Jim  Cute 
Cape  Coral,  FL 

cc:    Senator  Connie  Mack 

Representative  Porter  Goss 


Eugene  DeFazio 
Anthony,  FL  32617 

April  10,  1997 

Congressman  William  Thomas 
Chairman,  Subcommittee  on  Health  of  the 
Committee  on  Ways  and  Means 

Dear  Chairman  Thomas: 

I  am  writing  this  letter  to  you  literally  as  a  matter  of  life  and  death,  mine.  I  suffer 
greatly  from  severe  emphysema.  Every  single  breath  I  take  is  a  struggle  and  I  am 
progressively  getting  worse.  I  first  heard  my  prognosis  in  December  of  1992,  I  was 
then  52.  I  was  told  I  would  get  progressively  worse  with  no  hope  of  a  cure  other 
than  possibly  a  Lung  Transplant.  Lung  Transplants  are  a  dangerous  procedure  with 
high  mortality  rates  due  in  part  to  tissue  rejection  and  the  fragile  nature  of  lung 
tissue,  finding  a  suitable  donor  (someone  needs  to  die  in  order  for  you  to  live)  and 
the  cost  is  in  hundreds  of  thousands  of  dollars.  Needless  to  say  my  wife  and  I  were 
devastated. 

We  finally  had  a  glimmer  of  hope  in  March  of  1996,  when  we  heard  about  Lung 
Volume  Reduction  Surgery  through  our  local  television  station's  health  report.  We 
were  extremely  excited  but  tried  not  to  get  our  hopes  up  too  high  until  we  found 
out  if  I  would  be  a  candidate  for  the  surgery.  In  May  of  1996  after  completing  all 
the  tests  required  for  the  doctors  to  determine  if  I  qualified  for  surgery,  we  received 
the  greatest  news  we  have  had  in  our  lives  since  the  terrible  prognosis,  I  WAS  A 
CANDIDATE!!!  We  were  so  extremely  happy  and  our  family  and  friends  were  just 
as  elated  as  us.  Then  came  the  bombshell;  Medicare  (my  primary  insurance)  decided 
not  to  cover  the  surgery  anymore  deeming  the  surgery  experimental.  Our  secondary 
insurance,  Blue  Cross  and  Blue  Shield,  followed  suit.  To  say  we  were  disappointed 
is  an  understatement. 

I  have  been  fighting  for  almost  a  year  now  for  Blue  Cross  and  Blue  Shield  to  pick 
this  up,  this  is  still  in  appeal,  but  they  are  determined  to  follow  Medicare's  guide- 
lines even  though  Blue  Cross  and  Blue  Shield  Association  Medical  Advisory  Panel 
has  reviewed  this  surgical  procedure  and  according  to  Technology  Alert  dated  July, 
1996,  has  determined  that  performing  such  surgery  by  thoracotomy  leads  to  signifi- 
cant improvement  in  pulmonary  function,  dyspnea,  and  functional  well  being  and 
meets  the  Blue's  Technology  Evaluation  Centers  criteria  for  determining  that  a 
treatment  is  effective. 
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How  can  Medicare  not  pay  for  this  surgery?  How  can  they  pay  for  it  and  suddenly 
decide  not  to?  This  is  my  only  hope  Chairman  Thomas,  as  it  is  a  LIFESAVING  pro- 
cedure for  me  that  not  only  will  improve  the  quality  of  my  life  but  will  also  save 
me  from  numerous  hospital  stays  and  a  lot  of  pain  and  suffering;  which  is  inevitable 
with  the  progression  of  this  disease.  I  am  sure  you  would  not  like  to  die  this  way 
and  I  do  not  want  to  either.  I  would  not  have  to  if  Medicare  paid  for  this  procedure. 

Please  help  get  Medicare  to  again  pay  for  this  Life  Saving  surgery,  not  only  for 
myself  but  for  everyone  who  suffers  from  this  horrible  disease. 

Thank  you  for  letting  me  have  a  voice  and  I  appreciate  greatly  your  attention  to 
this  matter. 

Very  truly  yours, 

Eugene  DeFazio 

ED:msd 

cc:  Anne  Van  Waes,  M.S.,  R.N.,  Program  Coordinator,  U.S.  Lung  Center  Washington 
Adventist  Hospital 
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BiNJAMIN  A.  GILMAN 


Congress  of  tfte  Uniteb  States; 
House  of  Repregentattort 
MaSfj.ngton,  3BC  20515-3220 


Remarks  ~  Rep.  Benjamin  A.  Gilman 
April  17, 1997 

Lung  Volume  Reduction  Surgery 


I  want  to  thank  Chairman  Thomas  for  agreeing  to  hold  a  hearing  to  focus  in  on  Medicare 
coverage  policy  and  its  adverse  impact  on  coverage  and  reimbursement  for  lung  volume 
reduction  surgery  (LVRS). 

As  you  know,  Congress  required  that  HCFA  study  all  of  the  data  available  regarding 
LVRS  and  report  its  findings  by  January  1st  of  this  year  along  with  recommendations  as  to  when 
it  will  restore  Medicare  reimbursement  for  this  important  procedure.  This  action  was  taken  by 
Congress  due  to  its  discontent  with  HCFAs  decision  not  to  extend  Medicare  coverage  to  LVRS. 
However,  it  is  becoming  apparent  that  HCFA  is  not  taking  this  congressional  mandate  seriously. 

In  fact,  while  HCFA  over  the  past  30  years  have  approved  state-of-the-art  health  care 
technology  and  procedures,  including  ventricular  assist  devices  to  provide  a  bridge  to  a  transplant 
for  Medicare  beneficiaries,  it  has  failed  to  take  adequate  action  on  LVRS,  and  has  concluded  that 
LVRS  should  only  be  covered  by  Medicare  in  the  context  of  a  controlled  study. 

HCFAs  decision  to  continue  its  non-coverage  policy  is  based  upon  the  health  care 
technology  assessment  which  they  requested  from  a  1996  Agency  for  Health  Care  Policy  and 
Research  ( AHCPR)  study,  which  was  based  both  limited  data  and  experience  than  is  now 
available.  Moreover,  if  the  AHCPR  report  had  separated  out  the  data  from  different  procedures, 
as  is  now  required  by  federal  law,  LVRS  results  would  be  more  favorable.  Finally,  the  report 
concluded  that  some  patients  have  received  benefits  from  LVRS,  and  thus  "if  the  surgery  could 
be  accomplished  without  undue  morbidity  or  mortality,  a  prospective  trial  of  LVRS  under 
uniform  protocol  requirements  with  comprehensive  long  term  postoperative  follow-up  data  is 
both  ethically  supportable  and  scientifically  essential." 

Mr.  Chairman,  it  is  interesting  to  note  that  AHCPRs  assessment  did  not  recommend,  as 
HCFA  has,  that  access  to  the  procedure  be  limited  or  that  randomization  be  imposed  as  a 
prerequisite  for  LVRS  access.  Furthermore,  as  the  Subcommittee  knows,  HCFA  has  plenty  of 
experience  managing  a  controlled  study  through  registries  without  randomization.  Accordingly, 
it  is  obvious  to  me,  and  at  some  concern,  that  HCFA  is  recommending  randomization  to  limit  the 
cost  of  LVRS  reimbursement  to  HCFA.  Rationing  health  care  through  randomization  limits  the 
number  of  eligible  patients  who  actually  receive  Medicare  reimbursed  LVRS,  and  will  create  the 
false  notion  that  the  procedure  has  not  yet  demonstrated  a  proven  benefit 
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Accordingly,  Mr.  chairman,  I  support  the  following  three  recommendations  to  eliminate 
the  rationing  of  health  care  through  an  unethical  and  discriminatory  HCFA  study: 

[  1  ]      Replace  the  study  with  a  national  registry; 

[2]      Permit  patients  who  meet  the  appropriate  patient  selection  criteria  developed 

through  surgical  experience  to  have  LVRS  which  would  be  reimbursed  through 
HCFA;  and 

[3]      Permit  those  medical  centers  that  meet  appropriate  participation  criteria  to  provide 
LVRS  to  patients  and  get  reimburse  by  HCFA. 

Again,  I  thank  you,  Mr.  Chairman,  for  holding  these  hearings  and  look  forward  to 
working  with  you  on  this  important  issue. 
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Elizabeth  Jean  Jackson 
Andover,  New  York  14806 

April  14,  1997 

Congressman  William  Thomas 
Chairman,  Subcommittee  on  Health  of  the 
Committee  on  Ways  and  Means 

A.L.  Singleton,  Chief  of  Staff 
Committee  on  Ways  and  Means 
U.S.  House  of  Representatives 
1102  Longworth  House  Office  Bldg. 
Washington,  D.C.  20515 

Re:  Subcommittee  on  Medicare's  Coverage  Policy:  Lung  Volume  Reduction  Surgery 

My  name  is  ELIZABETH  JACKSON,  a  retired  nurse  who  had  suffered  from  the 
effects  of  emphysema  for  many  years,  until  I  had  to  retire  in  1988.  My  condition 
worsened  until  I  was  told  by  my  doctor  that  nothing  more  could  be  done  for  me, 
other  than  to  be  given  oxygen  and  inhalation  therapy,  which  might  allow  me  to  live 
a  little  longer,  something  I  really  didn't  care  to  do.  But  thanks  be  to  GOD  and  to 
my  son,  who  wouldn't  accept  the  fact  that  nothing  could  be  done,  I  am  now  a  vital 
human  being  once  more,  enjoying  every  minute  of  my  life  and  breathing  normally, 
doing  my  own  housework,  and  find  myself  so  busy  there  isn't  even  time  to  take  a 
vacation. 

I  am  very  thankful  that  hearings  are  about  to  begin  concerning  funding  for  the 
lifesaving  procedure  known  as  Lung  Reduction  Surgery  with  Laser  Plication.  It  is 
a  procedure  which  allows  a  patient  to  take  back  control  of  their  life  and  breathe 
normally  again.  As  it  is  now,  only  those  who  are  fortunate  enough  to  have  their  own 
hospitalization  insurance  or  are  able  to  mortgage  their  homes  can  even  hope  to  have 
this  procedure  done.  This  excludes  the  vast  majority  of  persons  who  suffer  from  this 
most  debilitating,  life-threatening  disease. 

I  wish  there  was  a  way  to  demonstrate  what  it  actually  feels  like  to  suffer  from 
the  effects  of  emphysema.  Perhaps  if  you  pinched  the  end  of  your  nose  until  very 
little  air  could  be  taken  in,  it  would  give  you  an  idea  of  what  a  person  with  this 
disease  goes  through  every  waking  moment,  not  to  mention  the  danger  one  faces 
when  trying  to  sleep,  due  to  sleep  apnea.  The  everyday  medical  costs,  oxygen  inhala- 
tion therapies  and  frequent  hospitalizations  are  other  factors  that  make  this  disease 
so  devastating.  Even  a  common  cold  always  sees  to  turn  into  pneumonia,  making 
it  difficult  to  be  around  those  who  might  be  coming  down  with  one,  further  isolating 
one  from  normal  social  contact.  This  often  causes  a  deeper  depression  that  one  has 
anyway  from  being  sapped  of  all  energy  and  still  living  on  and  feeling  one  is  a  bur- 
den to  their  family. 

Before  I  had  surgery  I  was  confined  to  my  home,  unable  to  shop  for  myself  or  do 
my  own  housework.  I  was  on  oxygen  at  4  liters  around  the  clock  and  inhalation 
therapy.  I  was  so  very  depressed  and  felt  I  was  a  burden,  even  though  my  family 
never  complained  about  the  extra  work  piled  onto  them.  A  year  or  so  before  I  retired 
from  my  job  as  primary  care  nurse  at  our  local  hospital,  I  had  to  ask  our  director 
not  to  make  me  "code  nurse,"  because  I  was  unable  to  run  to  the  E.R.  whenever 
a  code  came  in.  They  granted  this  request  and  I  continued  working  until  I  was  so 
exhausted  it  took  me  a  couple  of  days  to  recuperate  from  one  busy  night's  work.  My 
son  called  the  American  Lung  Association  in  the  fall  of  1995  to  see  if  there  was  any- 
thing new  being  done  in  the  treatment  of  emphysema,  and  that's  when  we  called 
U.S.  Lung  Centers,  they  sent  us  the  information  we  needed,  and  the  rest  is  history! 

I  underwent  surgery  last  April.  Seventeen  days  later,  I  came  home  and  three  days 
after  that  I  was  singing  in  our  church  choir.  I  came  home  with  only  a  mild  pain 
reliever,  which  I  took  for  a  few  weeks.  I  was  told  to  keep  my  oxygen  until  the  doc- 
tors were  sure  I  didn't  need  it,  and  can  only  remember  using  twice  after  returning 
home,  and  then  it  was  just  for  a  few  minutes.  I  am  now  without  O2  or  any  inhalers. 
I  take  no  medication  whatsoever.  My  life  is  so  busy,  joyful,  and  I  am  so  thankful 
to  be  a  useful  person  again.  I  was  very  lucky  that  my  disease  hadn't  progressed  to 
heart  failure  yet  and  that  I  had  no  other  existing  health  problems,  which  made  me 
a  good  candidate  for  this  surgery.  There  are  many  others  out  there  who  could  be 
enjoying  a  productive  life,  if  only  they  had  a  chance.  It  would  seem  to  me  it  would 
be  cheaper  for  Medicare  to  pay  for  surgery  rather  than  spend  millions  on  oxygen 
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and  hospital  costs  of  the  chronically  disabled  emphysema  patient  for  years  and 
years. 

Please  sir,  I  hope  you  will  seriously  consider  helping  all  people  with  this  dire 
problem.  Please  don't  allow  them  to  be  singled  out  as  not  being  worth  saving.  Talk 
to  those  who  have  been  lucky  enough  to  obtain  this  operation.  They'll  tell  you  how 
great  it  is  to  breathe  again  normally,  something  that  you  may  just  be  taking  for 
granted. 

Thank  you  so  much  for  conducting  these  hearings.  May  they  bring  to  fruition  the 
hope  of  emphysema  patients  everywhere. 

Sincerely, 

Elizabeth  Jean  Jackson 


Congressman  William  Thomas 
Chairman,  Subcommittee  on  Health 
Committee  on  Ways  and  Means 

A.L.  Singleton,  Chief  of  Staff 
Committee  on  Ways  and  Means 
U.S.  House  of  Representatives 
1102  Longworth  House  Office  Building 
Washington,  D.C.  20515 


Alfred  Munzer 
Pulmonary  Medicine 
Washington  Adventist  Hospital 

Takoma  Park,  MD  20912 

April  30,  1997 


Mr.  Chairman  and  Members  of  the  Subcommittee: 

I  am  a  physician  specializing  in  lung  disease  and  co-director  of  the  Department 
of  Pulmonary  Medicine  at  Washington  Adventist  Hospital  in  Takoma  Park,  MD.  I 
am  also  a  past-president  of  the  American  Lung  Association,  but  submit  these  com- 
ments on  my  own  behalf  and  on  behalf  of  the  thousands  of  patients  with  emphy- 
sema who  are  likely  to  benefit  from  lung  volume  reduction  surgery,  but  who  are  cur- 
rently denied  access  to  this  mode  of  therapy  by  the  Health  Care  Finance  Adminis- 
tration. 

I  was  very  skeptical  of  the  early  reports  on  the  benefits  of  lung  volume  reduction 
surgery,  but  am  now  convinced  by  an  ever  increasing  body  of  clinical  and  experi- 
mental evidence  that  removing  the  most  diseased  parts  of  the  emphysematous  lung 
allows  the  remaining  part  to  gain  elasticity  which  translates  into  better  function  of 
the  lung  and  chest  wall  muscles  and  therefore  into  an  decrease  in  breathlessness 
and  an  increase  in  exercise  tolerance.  More  importantly,  however,  I  have  now  per- 
sonally witnessed  a  marked  improvement  in  the  lung  function  and  well-being  of  my 
own  patients  who  have  undergone  the  surgery. 

I  wholeheartedly  agree  with  the  position  espoused  by  the  American  Thoracic  Soci- 
ety, the  medical  arm  of  the  American  Lung  Association,  that  more  studies  are  need- 
ed to  establish  sound  criteria  for  the  selection  of  candidates  for  lung  volume  reduc- 
tion surgery.  But  that  need  does  not  relieve  the  Health  Care  Finance  Administra- 
tion from  its  mandate  to  extend  the  benefits  of  a  new  mode  of  therapy  that  is  broad- 
ly accepted  by  the  medical  community  and  that  has  been  proven  to  be  effective  in 
the  peer  reviewed  scientific  literature,  to  Medicare  recipients. 

In  its  present  stance,  the  Health  Care  Finance  Administration  runs  the  risk  of 
repeating  the  sad  chapter  of  the  Tuskegee  experiments  of  fifty  years  ago. 

Sincerely, 

Alfred  Munzer,  M.D. 
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Ivan  J.  Weaver 
3171  Marietta  Avenue 

Lancaster,  PA  17601 

April  14,  1997 

Congressman  William  Thomas 
Chairman,  Subcommittee  on  Health  of  the 
Committee  on  Ways  and  Means 

Dear  Representative  Thomas: 

I  have  been  an  emphysema  patient  for  more  than  twelve  years.  Experiencing 
shortness  of  breath  for  a  period  of  time,  I  contacted  my  physician  and  after  a  chest 
x-ray,  I  was  diagnosed  as  having  emphysema.  At  that  time,  my  physician  gave  me 
a  list  of  breathing  exercises  as  well  as  other  types  of  exercises  and  told  me  to  refrain 
from  using  tobacco  and  alcohol  and  to  try  to  keep  what  breathing  capacity  I  had. 
This  I  did  faithfully,  and  I  still  do.  However,  I  learned,  over  a  period  of  time,  that 
keeping  the  capacity  I  had  was  not  possible.  I  do,  however,  believe  that  doing  those 
exercises  plus  a  lot  of  walking  is  the  reason  I  have  survived  to  this  day. 

As  time  passed  by,  I  gradually  lost  my  battle  with  the  disease.  By  September, 
1995,  I  had  to  rely  on  oxygen  continually  and  became,  for  the  most  part,  a  wheel- 
chair patient.  I  never  stopped  exercising  and  walking,  even  though  it  became  very 
difficult  and  less  frequent  than  the  daily  routine  which  I  followed  for  so  long  a  pe- 
riod of  time. 

At  this  juncture,  we  contacted  the  University  of  Pennsylvania  Hospital,  Philadel- 
phia, PA,  regarding  the  possibility  of  Lung  Volume  Reduction  Surgery.  Supplying 
them  with  the  necessary  tests,  which  they  requested,  we  were  then  directed  to  come 
to  their  institution  for  further  testing  and  evaluation.  Upon  completion  of  these 
tests,  which  required  several  trips  to  the  above  mentioned  institution,  I  was  de- 
clared a  candidate  for  surgery  and  the  date  was  set.  This  all  happened  by  mid  De- 
cember, 1995.  The  surgery  date  was  set  for  February  12,  1996. 

On  February  3,  1996,  the  local  newspaper  carried  a  story  about  Medicare  cutting 
coverage  for  Lung  Volume  Reduction  Surgery.  This  was  the  first  indication  of  this 
nature.  On  Monday,  February  5,  1996,  I  called  the  University  of  Pennsylvania  Hos- 
pital and  was  told  they  knew  nothing  of  it  and  my  surgery  date  remained  as  sched- 
uled. Only  to  be  called  four  days  later,  February  9,  1996,  and  told  the  surgery  was 
cancelled  and  at  the  same  time  the  program  at  the  hospital  was  cancelled.  I  was 
totally  DEVASTATED! 

The  weeks  that  followed  were  spent  pleading  our  case  with  HCFA,  but  to  no  avail. 
As  a  matter  of  fact,  with  complete  indifference.  It  became  evident  that  another  ap- 
proach was  necessary,  because  the  projected  seven  year  evaluation  was  simply  too 
long  to  wait.  I  was  running  out  of  time. 

At  this  time,  I  believe  that  Divine  Intervention  took  place.  A  family  member  dis- 
covered a  small  advertisement  in  a  magazine  where  it  said  U.S.  Lung  Centers  had 
a  program  to  provide  Lung  Volume  Reduction  Surgery  in  Anaheim,  California.  Upon 
contacting  them,  they  referred  me  to  their  closest  affiliate,  The  Washington  Advent- 
ist  Hospital,  7600  Carroll  Avenue,  Takoma  Park,  MD  20912.  Getting  in  contact  with 
them,  they  requested  and  received  a  copy  of  all  previous  testing,  where  upon,  they 
had  us  spend  three  days  at  their  hospital  for  their  testing  and  evaluation,  which 
we  found  to  be  very  thorough. 

Three  weeks  later,  surgery  was  scheduled  and  performed.  In  the  meantime,  I 
mortgaged  my  home  to  pay  for  the  surgery. 

The  professional  level  was  second  to  none.  There  were  no  surprises  after  surgery 
as  I  was  informed  of  everything,  step  by  step,  beforehand,  as  well  as  meeting  per- 
sonally with  everyone  who  would  be  connected  with  my  rehabilitation.  All  contacts 
and  visitations  at  the  hospital  were  taken  care  of  by  Anne  Van  Waes,  who  happens 
to  be  the  program  coordinator.  Anne  leaves  no  stone  unturned. 
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Since  my  surgery,  I  have  had  periodic  visits  and  on  April  24,  1997,  I'm  scheduled 
for  my  six  month  visit,  which  I  am  looking  forward  to.  My  quality  of  life  has  im- 

E roved  immensely  and  I  am  able  to  walk  short  distances,  go  shopping,  go  to  the  bar- 
er shop,  to  the  bank,  etc.  without  oxygen.  I  am  looking  forward  to  taking  my  5  year 
old  grandson  fishing,  something  I  would  have  never  been  able  to  even  consider  doing 
prior  to  my  surgery. 

I  do  daily  exercises  with  oxygen,  and  I  look  and  feel  so  much  better.  I  thank  God 
for  the  Washington  Adventist  Hospital  and  their  staff.  I  would  certainly  hope  they 
can  be  a  part  of  any  program  of  the  future. 

Sincerely, 

Ivan  J.  Weaver 

o 


fCMS  Library 
!  C2-07-13 

7500  Security  Blvd. 

Baltimore,  Marytand  21244 


3  flCm  DDDDtflSt 


ISBN  0-16-057124-3 


